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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Public  Health  Service 

42  CFR  Parts  122  and  123 

Health  Systems  Agency  and  State 
Health  Planning  and  Development 
Agency  Reviews;  Certificate  of  Need 
Programs 

agency:  Public  Health  Service,  HHS. 
action:  Final  regulations. 

summary:  These  rules  amend  the  Public 
Health  Service  regulations  on  health 
systems  agency  and  State  health 
planning  and  development  agency  (State 
Agency)  certificate  of  need  reviews. 
These  final  regulations  implement 
changes  to  Title  XV  of  the  Public  Health 
Service  Act  made  by  the  Health 
Planning  and  Resources  Development 
Amendments  of  1979  (Pub.  L.  9&-79). 
Under  the  amended  provisions  of  the 
Public  Health  Service  Act,  the  planning 
agencies  are  required  to  review  and 
determine  the  need  for  proposed  capital 
expenditures,  institutional  health 
services  and  major  medical  equipment. 
These  regulations  set  forth  the  minimum 
requirements  for  satisfactory  certificate 
of  need  programs. 

EFFECTIVE  DATE:  These  regulations  are 
effective  on  October  21,  1980, 
subject  to  the  discussion  set  forth  under 
the  “Supplementary  Information” 
heading  below. 

FOR  FURTHER  INFORMATION  CONTACT: 

Carol  M.  Larson,  Chief,  Certification 
Programs  Branch,  Division  of  Regulatory 
Activities,  Bureau  of  Health  Planning. 
3700  East-West  Highway,  Room  6-50, 
Hyattsville,  Maryland  20782,  (301)  436- 
6140. 

SUPPLEMENTARY  INFORMATION:  On 

March  26, 1980,  the  Department 
published  in  the  Federal  Registert(45  FR 
20026)  a  Notice  of  Proposed  Rulemaking 
to  revise  the  regulations  governing 
certificate  of  need  programs  (42  CFR 
122.301  et  seq.  and  123.401  et  seq.). 

These  changes  are  required  to 
implement  recent  changes  to  Title  XV  of 
the  Public  Health  Service  Act  (“the 
Act")  enacted  by  the  Health  Planning 
and  Resources  Development 
Amendments  of  1979  (Pub.  L.  96-79).  The 
Department  gave  interested  persons  60 
days  to  submit  comments  on  the 
proposed  amendments  to  the 
regulations.  The  Secretary  has  revised 
the  rules  in  response  to  those  comments. 


Under  section  1523(a)(4)(B)  of  the  Act, 
State  Agencies  are  required  to 
administer  certificate  of  need  programs 
which  (1)  apply  to  the  obligation  of 
capital  expenditures,  the  offering  of  new 
institutional  health  services,  and  the 
acquisition  of  major  medical  equipment, 
and  (2)  are  consistent  with  standards 
established  by  the  Secretary  by 
regulation.  Under  section  1513(f)  of  the 
Act,  health  systems  agencies  are  to 
review  and  make  recommendations  to 
the  State  Agency  concerning  the  need 
for  a  proposed  project  subject  to 
certificate  of  need  review.  Because  of 
the  changes  to  the  statutory 
requirements  for  these  certificate  of 
need  programs  under  Title  XV  of  the 
Act,  it  has  been  necessary  for  the 
Secretary  to  revise  existing  regulations 
to  permit  States  to  comply  with  the 
amended  statute. 

The  changes  made  by  Pub.  L.  96-79  to 
the  existing  certificate  of  need  program 
are  primarily  technical  in  nature.  The 
basic  requirements  for  satisfactory 
certificate  of  need  programs,  which  were 
established  by  the  National  Health 
Planning  and  Resources  Development 
Act  of  1974,  have  been  retained.  Building 
on  the  structure  of  the  existing 
certificate  of  need  program,  these  , 
statutory  amendments  (1)  expand  the 
procedural  requirements,  by  adding,  for 
example,  a  requirement  for  judicial 
review,  (2)  add  several  criteria  to  those 
that  health  planning  agencies  must 
consider  in  their  review  of  applications, 
and  (3)  clarify,  with  some  changes,  the 
projects  for  which  certificate  of  need 
approval  must  be  obtained.  Accordingly, 
the  Secretary  believes  the  economic 
impact  of  the  regulations  implementing 
these  statutory  changes  will  be  minimal. 

More  than  350  comments  were 
received  in  response  to  the  Notice  of 
Proposed  Rulemaking  and  have  been 
considered  in  drafting  this  final  rule.  A 
number  of  these  offered  changes  to  the 
proposed  rules  that  could  not  be 
accepted  because  they  would 
contravene  specific  provisions  of  the 
Act.  For  example,  a  commenter 
suggested  that  all  bed  changes  be 
subject  to  certificate  of  need  review,  not 
just  those  associated  with  the  obligation 
of  a  capital  expenditure.  This  suggestion 
would  require  coverage  of  certain 
activities  not  required  by  the  Act  (see 
sections  1527(a)(1)(B)  and  1531(6)  of  the 
Act)  and  cannot  be  accepted.  Other 
commenters  opposed  the  exemption  of 
certain  health  maintenance 


organizations  (HMOs)  from  certificate  of 
need  review.  The  regulations  have 
retained  this  exemption  because  it  is 
expressly  required  by  section 
1527(b)(1)(A). 

A  number  of  comments  were  also 
received  on  sections  of  the  existing 
regulations  which  were  not  proposed  to 
be  modified.  The  Secretary, 
nevertheless,  has  responded  to  these 
comments  as  well,  in  order  to  clarify 
any  confusion  in  the  meaning  of  these 
regulations. 

In  revising  these  regulations  the 
Secretary  has  intended  to  give  each 
State  substantial  flexibility  in 
determining  how  its  certificate  of  need 
program  will  be  implemented.  For  this 
reason,  the  Secretary  has  rejected  many 
suggestions  that  additional  program 
requirements  be  imposed  on  the  States. 
In  these  areas,  the  Secretary  believes 
States  are  better  able  to  decide  the 
manner  in  which  the  basic  requirements 
of  the  regulations  should  be  carried  out 
in  their  States.  As  a  further  general 
observation,  the  Secretary  notes  that  the 
States  are  free  to  exceed  the  minimum 
requirements  of  these  regulations, 
except  in  the  few  cases  where  this  is 
prohibited  (see,  for  example,  the 
provisions  regarding  the  coverage  of 
HMOs.  in  §  123.405). 

In  addition  to  the  regulations 
themselves,  this  document  contains  a 
summary  below  of  the  major  issues 
raised  in  their  development,  and  an 
Appendix  which  includes  a  section-by¬ 
section  analysis  of  the  comments 
received.  The  major  issues  which  were 
raised  in  the  development  of  the  rules 
are  as  follows: 

Substantial  Change  in  Services 

These  regulations  require  that  under 
certain  circumstances,  terminations  of 
existing  services,  as  well  as  the 
additions  of  new  health  services,  be 
subject  to  certificate  of  need  reviews. 
This  conforms  to  the  Department’s 
interpretation  of  section 
1531(6)(B)(ii)(III)  that  a  capital 
expenditure  is  required  to  be  reviewed  if 
it  "substantially  changes  the  services  of 
a  facility."  This  provision,  in  conjunction 
with  the  requirement  that  a  new  service 
which  entails  an  annual  operating  cost 
of  at  least  $75,000  also  be  subject  to 
review,  results  in  certificate  of  need 
coverage  of  health  services  as  follows: 

(1)  The  addition  of  a  health  service 
must  be  reviewed  if  it  is  either 
associated  with  a  capital  expenditure  (in 
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any  amount)  or  entails  an  annual 
operating  cost  of  at  least  $75,000. 

(2)  The  termination  of  a  health  service 
must  be  reviewed  if  it  is  associated  with 
a  capital  expenditure  (in  any  amount). 

Subsequent  Reviews 

These  regulations  slightly  revise  the 
requirement  at  §  123.404(d)(1)  for 
reviews  of  changes  to  an  approved 
capital  expenditure.  The  proposed 
regulations  required  that  these 
“changes”  include  not  only  changes  to 
the  bed  capacity  and  the  addition  or 
termination  of  a  health  service,  but  also 
expansions  and  reductions  of  health 
services  as  well  as  any  other  substantial 
change  to  the  project.  Although  most 
commenters  agreed  that  there  is  a  need 
for  subsequent  reviews  where 
substantial  changes  in  an  approved 
project  take  place,  they  also  argued  that 
the  proposed  language  was  too  broad 
and  presented  implementation 
problems.  Accordingly,  the  Department 
has  revised  the  language  of  the  proposed 
regulations  to  require  subsequent 
reviews  of  approved  capital 
expenditures  only  where  there  are 
changes  in  the  bed  capacity  of  the 
facility  (by  ten  beds  or  ten  percent, 
whichever  is  less)  or  there  is  an  addition 
or  termination  of  a  health  service. 

Research  Activities 

The  extent  to  which  research 
activities  are  subject  to  certificate  of 
need  reviews  has  caused  soma 
confusion.  The  Secretary  reiterates  that 
certificate  of  need  programs  are 
required  to  cover  only  the  obligation  of  a 
capital  expenditure  by  or  on  behalf  of  a 
health  care  facility,  the  offering  of  a  new 
institutional  health  service  and  the 
acquisition  of  major  medical  equipment. 
Only  clinically  related  services  are 
included  in  the  definition  of  institutional 
health  services;  consequently,  research 
services  per  se  are  not  required  to  be 
subject  to  review.  Capital  expenditures 
are  required  to  be  reviewed  only  if  they 
are  made  by  or  on  behalf  of  a  health 
care  facility.  Major  medical  equipment 
acquired  for  research  purposes  need  not 
be  subject  to  review  if  the  equipment 
will  not  be  used  to  provide  services  to 
inpatients  of  a  hospital.  (See  the 
discussion  of  these  points  in  the 
Appendix.) 

Health  Maintenance  Organizations 
(HMOs) 

A  large  number  of  comments  dealt 
with  the  limitations  which  the 


regulations  imposed  on  planning  agency 
reviews  of  HMO  proposals.  The 
authority  of  the  planning  agencies  to 
review  HMO  proposals  is  limited  by  the 
statute.  Consequently,  the  final 
regulations  continue  to  follow  the 
statute  closely  and  have  been  revised 
only  to  clarify  provisions  which 
appeared  in  the  proposed  rule. 

Access 

The  responsibility  of  the  planning 
agencies  for  considering  the  needs  of 
underserved  populations  was 
emphasized  in  the  proposed  regulations. 
The  public’s  response  to  those  proposed 
provisions  was  largely  positive,  pointing 
out  that,  with  this  specific  direction  in 
regulation,  the  planning  agencies  could 
now  better  address  the  needs  of  the 
medically  underserved.  However,  many 
other  commenters  argued  that  the 
Department  had  exceeded  its  authority 
in  detailing  the  access  considerations. 
The  Secretary  has  concluded  that  the 
Act  authorizes  this  emphasis  and  has 
retained  in  these  final  regulations 
detailed  considerations  regarding  access 
contained  in  the  proposed  rule  and  the 
requirement  for  written  findings  on 
approved  projects.  The  final  regulations 
have  been  changed  to  require  that  the 
State  Agency  take  into  account  the 
accessibility  of  the  facility  as  a  whole  in 
making  its  written  findings  on  the 
accessibility  of  the  proposed  project. 

The  Department  continues  to  be 
concerned  about  the  needs  of  the 
medically  underserved,  and  believes 
that  the  certificate  of  need  program  can 
contribute  to  improved  accessibility  to 
health  care  of  the  medically 
underserved.  Accordingly,  the 
Department  will  be  monitoring  planning 
agency  performance  in  implementing  the 
access  provisions  to  determine  whether 
changes  to  these  regulations  are 
warranted. 

Effective  Date  Provisions 
State  Agencies  are  required,  among 
other  things,  to  administer  satisfactory 
certificate  of  need  programs  in  order  to 
be  fully  designated  under  section 
1521(b)(3)  of  the  Act.  There  have  been, 
over  time,  several  statutory  and 
regulatory  amendments  modifying  the 
requirements  for  satisfactory  certificate 
of  need  programs,  each  amendment  with 
its  own  effective  date.  Because  of  the 
confusion  which  this  may  engender,  the 
Department  has  briefly  outlined  below 
the  requirements,  discussed  how  they 
are  related  to  each  other  and  explained 


how  these  requirements  relate  to  the 
requirements  for  designation  of  State 
Agencies  under  section  1521  of  the  Act. 
(For  a  detailed  discussion  of  these 
requirements,  see  the  Appendix  to  the 
March  26  Notice  of  Proposed 
Rulemaking,  45  FR  20043-20044.) 

The  continued  eligibility  of  the  State 
and  of  entities  within  the  State  for 
certain  Federal  health  funding  depends 
on  there  being  a  fully  designated  State 
Agency  by  a  date  determined  by  the 
State’s  legislative  schedule.  This  date, 
hereinafter  referred  to  as  the  “effective 
date,”  is  determined  as  follows:  (1)  If  the 
legislature  of  the  State  was  in  regular 
session  on  October  4, 1979,  and 
continued  in  session  for  at  least  twelve 
months  from  that  date,  the  effective  date 
is  October  4, 1980;  (2)  for  all  other 
States,  the  effective  date  is  twelve 
months  from  the  date  of  the  beginning  of 
the  first  regular  session  of  the  legislature 
commencing  after  October  4, 1979.  Each 
State  is  required  to  enact,  by  whichever 
effective  date  is  applicable,  all 
legislation  necessary  to  implement  the 
requirements  of  the  amended  Act. 

In  the  Notice  published  in  the  Federal 
Register  on  February  22, 1980,  the 
Secretary  asked  each  State  Agency  to 
identify  those  portions  of  Title  XV  of  the 
amended  Act  pertaining  to  certificate  of 
need  which  did  not  require  legislative 
change  by  their  respective  States 
(section  129  of  Pub.  L.  96-79).  In  addition 
to  a  list  identifying  those  sections  not 
requiring  legislative  change,  State 
Agencies  were  asked  to  submit  a 
timetable  showing  how  they  would 
implement  these  changes  within  the  six 
months  following  publication  of  these 
final  regulations  (i.e.,  by  (six  months 
from  publication  date)). 

The  Secretary  is  requiring,  with 
respect  to  the  provisions  requiring  State 
legislative  action,  that  each  State 
complete  the  administrative  action 
necessary  to  implement  its  legislation 
(i.e.,  have  a  functioning  certificate  of 
need  program  meeting  the  new 
requirements)  within  six  months  of  the 
date  of  enactment  of  its  legislative 
amendments,  or  by  the  effective  date  (as 
described  in  the  preceding  paragraph) 
applicable  to  that  State,  whichever  is 
later.  This  deadline  is  referred  to  below 
as  the  "implementation  date.” 

In  the  Notice  published  February  22, 
1980,  and  in  the  Appendix  to  the 
proposed  regulations  published  March 
26, 1980,  the  Secretary  delineated  four 
options  with  respect  to  certificate  of 
need  programs  from  which  States  could 
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choose  to  satisfy  the  certificate  of  need 
portion  of  the  requirements  for  full 
designation  of  their  State  Agencies. 

They  were  satisfying  (1)  the  Federal 
regulatory  requirements  effective  prior 
to  the  April  1979  amendments  to  the 
certificate  of  need  regulations;  (2)  the 
certificate  of  need  requirements,  as 
amended  by  the  April  2  and  April  25, 
1979  regulations;  (3)  the  statutory 
requirements  of  the  Act,  as  amended  by 
Pub.  L  96-79;  or  (4)  the  requirements  of 
these  final  regulations  as  soon  after 
their  publication  as  possible.  At  that 
time,  the  Secretary  strongly  urged  States 
to  choose  option  3  and  amend  existing 
certificate  of  need  legislation  or  enact 
new  legislation  to  satisfy  the 
requirements  of  the  Act  as  amended  by 
Pub.  L  96-79. 

The  Secretary  urges  those  States 
without  conforming  programs  to  bring 
their  programs  into  compliance  with 
these  regulations  as  soon  as  possible. 
While  it  is  possible  that  the  Congress 
will  postpone  the  effective  date  of  that 
portion  of  Pub.  L  96-79  pertaining  to 
certificate  of  need,  until  that  time  States 
with  non-conforming  certificate  of  need 
programs  may  be  subject  to  a  reduction 
of  Federal  funds  under  section  1521(d)  of 
the  Act.  Moreover,  regardless  of  any 
new  time  limit  Congress  may  establish 
with  respect  to  provisions  requiring 
State  legislative  action,  States  will  still 
be  required,  as  a  condition  of  obtaining 
or  maintaining  their  full  designation 
status,  to  implement  those  changes  not 
requiring  legislative  amendments  within 
six  months  of  publication  of  these  final 
regulations. 

Section  1122  of  the  Social  Security  Act 

The  Secretary  is  revising  the 
regulations  formerly  at  42  CFR  Part  100, 
(to  be  recodified  at  42  CFR  Part  125) 
implementing  section  1122  of  the  Social 
Security  Act,  "Limitation  on  Federal 
Participation  for  Capital  Expenditures," 
to  conform  as  closely  as  possible  to  the 
applicable  portions  of  the  certificate  of 
need  program.  The  revised  section  1122 
regulations  will  soon  be  published  in  the 
Federal  Register.  The  coverage  portions 
of  the  two  programs  differ  in  some 
respects  because  the  statutes 
themselves  have  different  requirements. 
The  procedural  and  criteria-related 
requirements  for  section  1122  reviews 
are,  to  the  extent  possible,  consistent 
with  the  minimum  Federal  requirements 
for  State  certificate  of  need  programs. 
Thus,  the  administration  of  the  section 
1122  program  will  not  interfere  with  a 
State’s  development  or  operation  of  a 
certificate  of  need  program  complying 
with  Federal  requirements.  The 
Department  is  revising  the  procedures 
section  of  the  regulations  governing 


section  1122  reviews  to  meet  this 
objective.  Moreover,  the  regulations  will 
provide  that  the  Secretary  may  approve 
a  request  for  an  exception  to  any 
procedure  required  under  those 
regulations  if  the  exception  is  for  the 
purpose  of  obtaining  consistency  with  a 
State  certificate  of  need  program.  In 
addition,  the  State  designated  planning 
agency  (which  is  the  State  Agency  for 
those  States  having  both  section  1122 
review  programs  and  certificate  of  need 
programs)  will  be  required,  in 
conducting  its  reviews  under  the  section 
1122  review  program,  to  use,  among 
others,  the  standards  and  criteria 
developed  under  the  Act  for  its 
certificate  of  need  program. 

Accordingly,  42-CFR  Part  122,  Subpart 
D,  and  42  CFR  Part  123,  Subpart  E,  are 
amended  in  the  manner  set  forth  below. 

Dated:  September  30, 1980. 

Julius  B.  Richmond, 

Assistant  Secretary  for  Health. 

Approved:  October  10, 1980. 

Patricia  Roberts  Harris, 

Secretary. 

PART  122— HEALTH  SYSTEMS 
AGENCIES 

1.  Part  122  of  Title  42  CFR,  is  amended 
by  revising  Subpart  D  to  read  as  follows: 

Subpart  D — Certificate  of  Need  Reviews 

Sec. 

122.301  Definitions. 

122.302  Purpose  and  applicability. 

122.303  General. 

122.304  Scope  of  certificate  of  need  review 
programs. 

122.305  Health  maintenance  organizations. 

122.306  Required  recommendations. 

122.307  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.308  Procedures  for  health  systems 
agency  review. 

122.309  Exceptions  to  use  of  procedures. 

122.310  Criteria  for  health  systems  agency 
review. 

122.311  '  Required  findings  on  access. 
Authority:  Section  215  of  the  Public  Health 

Service  Act,  58  Stat.  690  (42  U.S.C.  216); 
sections  1501-1532  of  the  Public  Health 
Service  Act  93  Stat.  592-630  (42  U.S.C.  300k- 
1— 300n-l). 


Subpart  D— Certificate  of  Need 
Reviews 

§  122.301  Definitions. 

Terms  used  in  this  subpart  shall  have 
the  meanings  given  them  in  Subpart  A  of 
this  Part  and  §  123.401  of  this  title. 

§  122.302  Purpose  and  applicability. 

(a)  Section  1513(f)  of  the  Act  requires 
each  health  systems  agency  to  assist 
State  Agencies  in  carrying  out  certificate 
of  need  programs  under  section 
1523(a)(4)(B)  of  the  Act.  In  doing  so, 


health  systems  agencies  are  required  to 
review  and  make  recommendations  to 
the  appropriate  State  Agency  respecting 
the  need  within  the  health  service  area 
for  capital  expenditures,  new 
institutional  health  services,  and  major 
medical  equipment. 

(b)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functions 
under  section  1513(f)  of  the  Act,  each 
health  systems  agency  shall  (except  to 
the  extent  approved  by  the  Secretary) 
follow  procedures  and  apply  criteria 
developed  and  published  by  the  health 
systems  agency  in  accordance  with 
regulations  of  the  Secretary.  This 
subpart  sets  forth  requirements 
respecting  these  procedures  and  criteria. 

§122.303  General. 

Each  recommendation  by  the  health 
systems  agency  to  a  State  Agency  to 
issue  or  not  to  issue  a  certificate  of  need 
or  to  withdraw  a  certificate  of  need 
must  be  based  solely  (a)  on  the  review 
by  the  health  systems  agency  conducted 
in  accordance  with  procedures  and 
criteria  it  has  adopted  under  this 
subpart  and  (b)  on  the  record  of  the 
administrative  proceedings  held  on  the 
application  for  the  certificate  or  the 
State  Agency  proposal  to  withdraw  the 
certificate. 

§  122.304  Scope  of  certificate  of  need 
review  programs. 

Each  health  systems  agency  shall 
conduct  reviews  of  projects  located  or 
proposed  to  be  located  within  its  health 
service  area  and  which  are  subject  to 
review  under  the  State  certificate  of 
need  program  under  Subpart  E  of  Part 
123  of  this  title. 

§  122.305  Health  maintenance 
organizations  (HMOs). 

(a)  Inclusion  in  health  plans.  If  an 
HMO  or  a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO  applies  for  a  certificate  of  need, 
the  health  systems  agency  shall  not 
recommend  denial  of  the  certificate  of 
need  (or  otherwise  make  a  finding  under 
this  subpart  that  the  project  is  not 
needed)  solely  because  the  proposal  is 
not  discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 

(b)  Required  recommendation  to 
approve.  Notwithstanding  general 
review  criteria  established  in 
accordance  with  §  123.412  of  this  title,  if 
an  HMO  or  a  health  care  facility  which 
is  controlled,  directly  or  indirectly,  by 
an  HMO  applies  for  a  certificate  of 
need,  the  health  systems  agency  shall 
recommend  issuance  of  the  certificate  of 
need  if  it  finds  (in  accordance  with 

§  123.412(a)(13)  of  this  title)  that 
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(1)  Issuance  of  the  certificate  of  need 
is  required  to  meet  the  needs  of  the 
members  of  the  HMO  and  of  the  new 
members  which  the  HMO  can 
reasonably  be  expected  to  enroll,  and 

(2)  The  HMO  is  unable  to  provide, 
through  services  or  facilities  which  can 
reasonably  be  expected  to  be  available 
to  the  HMO,  its  institutional  health 
services  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO  and  which  makes  these 
services  available  on  a  long-term  basis 
through  physicians  and  other  health 
professionals  associated  with  it. 

§  122.306  Required  recommendations. 

Under  §  123.407  of  this  title,  if  an 
application  is  made  for  a  certificate  of 
need  for  a  capital  expenditure,  a 
certificate  of  need  must  be  issued  if 

(a)  The  capital  expenditure  is  required 
to  eliminate  or  prevent  safety  hazards, 
or  to  comply  with  licensure, 
certification,  or  accreditation  standards, 
and 

(b)  If  the  State  Agency  determines  (1) 
that  the  facility  or  service  for  which  the 
capital  expenditure  is  proposed  is 
needed,  and  (2)  that  the  obligation  of  the 
capital  expenditure  is  consistent  with 
the  State  health  plan.  For  those 
applications  for  which  approval  is 
sought  under  §  123.407  of  this  title,  the 
health  systems  agency  is  required  to 
make  recommendations  to  the  State 
Agency  on  whether  the  project  meets 
the  conditions  in  §  123.407(a). 

Explanatory  note. — For  applications  which 
meet  the  requirements  of  §  123.407(a),  the 
health  systems  agency  shall  use  procedures 
and  apply  criteria  (to  the  extent  applicable  to 
enable  it  to  make  a  recommendation  on  need) 
as  required  by  this  subpart.  Health  systems 
agencies  may  wish  to  expedite  the  reviews  of 
applications  intended  to  correct  deficiencies 
which  pose  a  threat  to  the  public  health.  In  so 
doing,  health  systems  agencies  may  use  any 
exceptions  to  the  required  review  procedures 
which  have  been  approved  under  §  122.309. 
See  also  the  explanatory  note  which  follows 
§  123,407. 

§  122.307  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt,  and  review  and  revise  as 
necessary,  review  procedures  and 
criteria  in  accordance  with  the 
requirements  of  this  subpart  prior  to 
conducting  reviews. 

(b)  Before  adopting  the  review 
procedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  the 
procedures  and  criteria,  the  health 
systems  agency  shall  give  interested 
persons  an  opportunity  to  offer  written 
comments  on  the  procedures  and 


criteria,  or  any  revisions  thereof,  which 
it  proposes  to  adopt. 

(1)  The  health  systems  agency  shall 
distribute  copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  to  them,  to  the  agencies  and 
other  entities  with  which  the  health 
systems  agency  must  coordinate  its 
activities  under  section  1513(d)  of  the 
Act  and  its  Designation  Agreement:  to 
units  of  general  purpose  local 
government  within  its  health  service 
area;  to  the  State  Agency  and  Statewide 
Health  Coordinating  Council  of  each 
State  in  which  all  or  any  part  of  the 
agency’s  health  service  area  is  located: 
to  health  systems  agencies  in  contiguous 
health  service  areas;  and  to  any  agency 
which  establishes  rates  for  health  care 
facilities  or  HMOs  in  its  health  service 
area. 

(2)  The  health  system  agency  shall 
publish,  in  one  or  more  newspapers  of 
general  circulation  in  its  health  service 
area,  a  notice  stating  that  review 
procedures  and  criteria,  or  revisions  to 
them,  have  been  proposed  for  adoption 
and  are  available  at  specified  addresses 
for  inspection  and  copying. 

(3)  A  health  system  agency  may 
request  from  the  Secretary  an  exception 
to  the  requirement  of  paragraph  (b)(2)  of 
this  section.  The  request  must  be  in 
writing  and  must  contain  a  detailed 
explanation  of  the  reasons  for  the 
request  and  of  the  substitute  publication 
procedures  that  the  agency  intends  to 
follow  if  the  exception  is  approved.  The 
Secretary  may  grant  an  exception  if  the 
Secretary  determines  that  the  proposed 
substitute  procedures  do  not  adversely 
and  substantially  affect  the  rights  of 
affected  persons. 

(c)  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
procedures  and  criteria,  and  any 
revisions  to  them,  to  the  agencies  and 
other  entities  specified  in  paragraph 
(b)(1)  of  this  section,  to  the  Secretary, 
and  to  other  persons  upon  request. 

§  122.308  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and  used 
by  a  health  systems  agency  for 
conducting  the  reviews  covered  by  this 
subpart  must  include  at  least  the 
following: 

(1)  Review  schedule.  Review  of 
applications  in  accordance  with  a 
schedule  established  by  the  State 
Agency  under  §  123.410(a)(1)  of  this  title, 
including  the  consideration  together  of 
applications  that  have  been  batched 
(see  §  123.410(a)(1))  under  the  State 
Agency  schedule. 

(2)  Notification  of  the  beginning  of  a 
review.  Timely  written  notification  to 
affected  persons  and  to  the  State 


Agency  of  the  beginning  of  a  review, 
and,  if  a  person  has  asked  the  health 
systems  agency  to  place. the  person’s 
name  on  a  miling  list  maintained  by  the 
health  systems  agency,  notification  to 
the  person.  Notification  must  include  the 
proposed  schedule  for  the  review,  the 
period  within  which  a  public  hearing 
held  by  the  health  systems  agency  under 
paragraph  (a)(8)  of  this  section  may  be 
requested  by  affected  persons  (as 
defined  in  §  123.401  of  this  title),  and  the 
manner  in  which  notification  will  be 
provided  of  the  time  and  place  of  any 
hearing  so  requested. 

(i)  For  purposes  of  this  paragraph,  the 
date  of  notification  is  the  date  on  which 
the  notice  is  sent  or  the  date  on  which 
the  notice  appears  in  a  newpaper  of 
general  circulation,  whichever  is  later. 

(ii)  Written  notification  to  members  of 
the  public  and  third  party  payers  may  be 
provided  through  newspapers  of  general 
circulation  in  the  health  service  area 
and  public  information  channels; 
notification  to  all  other  affected  persons 
must  be  by  mail  (which  may  be  as  part 
of  a  newsletter). 

(3)  Review  period.  Schedules  which 
provide  that  no  review  shall  take  longer 
than  the  period  specified  by  the 
appropriate  State  Agency  under 

§  123.410(a)(3)  of  this  title.  If,  after  a 
review  has  begun,  the  health  systems 
agency  requires  the  applicant  to  submit 
additional  information,  it  shall  give  the 
applicant  at  least  fifteen  days  to  submit 
the  information.  The  health  systems 
agency  shall  notify  the  applicant  that 
the  applicant  may  request  that  the  State 
Agency  extend  the  review  period  at 
least  fifteen  days. 

(4)  Information  requirements. 

Provision  for  persons  subject  to  a  review 
to  submit  to  the  health  systems  agency, 
in  the  form  and  manner  and  containing 
the  information  which  the  health 
systems  agency  shall  prescribe  and 
publish,  and  information  that  the  health 
systems  agency  may  require  concerning 
the  subject  of  the  review. 

(i)  The  information  requirements  may 
vary  according  to  the  purpose  for  which 
a  particular  review  is  being  conducted 
or  the  type  of  health  service  being 
reviewed. 

(ii)  The  health  systems  agency  may 
require  no  information  of  a  person 
subject  to  review  which  is  not 
prescribed  and  published  as  being 
required. 

(iii)  The  health  systems  agency  shall 
develop  procedures  to  ensure  that 
requests  for  information  in  connection 
with  a  review  under  this  subpart  are 
limited  to  only  that  information  which  is 
necessary  for  the  health  systems  agency 
to  perform  the  review. 
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(5)  Periodic  reports.  Submission  of 
periodic  reports  by  providers  of  health 
services  and  other  persons  subject  to 
review  respecting  the  development  of 
proposals  subject  to  review. 

(6)  Written  findings.  Provision  for 
written  findings  (including,  as 
applicable,  the  required  findings  under 
§  122.305(b))  which  state  the  basis  for 
any  recommendation  made  by  the 
health  systems  agency.  The  health 
systems  agency  shall  send  written 
findings  to  the  applicant  and  to  the  State 
Agency  for  the  State  in  which  the 
project  is  proposed,  and  to  others  upon 
request.  In  the  case  of  a  projet  proposed 
by  an  HMO,  the  health  systems  agency 
shall  also  send  these  written  findings  to 
the  appropriate  regional  office  of  the 
Department  of  Health  and  Human 
Services  at  the  time  they  are  sent  to  the 
applicant. 

(7)  Notification  of  the  status  of  a 
review.  Timely  notification,  upon 
request,  of  providers  of  health  services 
and  other  persons  subject  to  review 
under  this  subpart  of  the  status  of  the 
health  systems  agency  review,  findings 
made  in  the  course  of  the  review,  and 
other  appropriate  information  respecting 
the  review. 

(8)  Public  hearing  in  the  course  of 
review.  Provision  for  a  public  hearing  in 
the  course  of  review  (and  before  the 
health  systems  agency  makes  its 
recommendation  to  the  State  Agency)  if 
requested  by  an  affected  person. 

(i)  Health  systems  agencies  shall 
provide  at  least  15  days  from  the  date  of 
written  notification  of  the  beginning  of  a 
review  (see  paragraph  (a)(2)  of  this 
section)  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  affected  persons. 

(ii)  The  health  systems  agency  may 
not  impose  fees  for  the  hearing. 

(iii)  When  a  hearing  is  requested,  the 
health  systems  agency  shall,  prior  to  the 
hearing,  provide  notice  of  the  hearing,  in 
accordance  with  its  procedure  adopted 
under  paragraph  (a)(2)  of  this  section. 

(iv)  The  health  systems  agency  shall 
provide  an  opportunity  for  any  person  to 
present  oral  or  written  arguments  and 
evidence  relevant  to  the  matter  which  is 
the  subject  of  the  hearing. 

(v)  In  cases  where  a  State  Agency  has 
delegated  to  the  health  systems  agency 
the  authority  to  hold  hearings  under 

§  123.410(a)(8)  of  this  title,  the  health 
systems  agency  shall  follow  the 
procedures  of  that  paragraph. 

(9)  Annual  reports  of  the  health 
systems  agency.  Preparation  and 
publication,  at  least  annually,  of  reports 
by  the  health  systems  agency  of  the 
reviews  being  conducted  (including  a 
statement  concerning  the  status  of  each 
review)  and  of  the  reviews  completed  by 


the  agency  since  the  publication  of  the 
last  report  and  a  general  statement  of 
the  findings  and  recommendations  made 
in  the  course  of  those  reviews. 

(10)  Public  access.  Access  by  the 
general  public  to  all  applications 
reviewed  by  the  health  systems  agency 
and  to  all  other  written  materials 
essential  to  any  health  systems  agency 
review. 

(11)  Conflicts  of  interest.  In  the 
exercise  of  any  reviews  under  this 
subpart,  no  member  of  a  governing 
body,  executive  committee,  or  any  entity 
appointed  by  a  governing  body  or 
executive  committee  may  vote  on  any 
matter  respecting  an  applicant  with 
which  the  member  has  (or  within  the 
twelve  months  preceding  the  vote,  had) 
any  substantial  ownership,  employment, 
medical  staff,  fiduciary,  contractual, 
creditor,  or  consultative  relationship.  A 
governing  body,  executive  committee, 
and  any  entity  appointed  by  a  governing 
body  or  executive  committee  shall 
require  each  of  its  members  who  has  or 
has  had  such  a  relationship  to  make  a 
written  disclosure  of  the  relationship 
before  any  action  is  taken  by  the  body, 
committee,  or  entity  with  respect  to  the 
applicant  and  to  make  the  relationship 
public  at  any  meeting  in  which  action  is 
to  be  taken  with  respect  to  the 
applicant. 

(12)  Coordination  within  an  SMSA. 
Each  health  systems  agency  whose 
health  service  area  includes  part  of  a 
standard  metropolitan  statistical  area 
(as  determined  by  the  Office  of 
Management  and  Budget)  shall 
coordinate  its  certificate  of  need  review 
activities  with  all  other  health  systems 
agencies  whose  health  service  areas 
include  part  of  the  standard 
metropolitan  statistical  area.  This 
coordination  shall  include  at  least  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 
adopt  in  accordance  with  §  122.307. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)(2)  of 
this  section  shall  be  considered  satisfied 
if  the  appropriate  State  Agency,  in 
providing  notice  of  the  beginning  of  the 
review  under  §  123.410(a)(2)  of  this  title, 
provides  the  information  described  in 
paragraph  (a)(2)  of  this  section. 

(d)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (4)  or 
(5)  of  this  section  shall  be  considered 
satisfied  if  the  appropriate  State  Agency 
has  provided  for  the  corresponding 


procedure  found  at  §  123.410(a)  (4)  or  (5) 
of  this  title. 

§  122.309  Exceptions  to  use  of 
procedures. 

(a)  The  Secretary  may  approve  an 
exception  to  any  of  the  required  review 
procedures  under  §  122.308  either  in 
response  to  a  written  request  from  the 
health  systems  agency  or  as  a  general 
exception  of  which  any  health  systems 
agency  may  avail  itself.  In  approving  a 
general  exception  the  Secretary  will 
establish  substitute  procedures  where 
appropriate.  Before  availing  itself  of  a 
general  exception  approved  by  the 
Secretary,  the  health  systems  agency 
shall  follow  the  notice  and  comment 
procedures  of  §  122.307(b). 

(b)  Before  submitting  a  written  request 
for  an  exception  under  this  section,  the 
health  systems  agency  shall  follow  the 
notice  and  comment  procedures  of 

1  122.307(b)  and  shall  submit  to  the 
Secretary  with  its  request  copies  of  all 
comments  which  it  receives.  Before 
approving  the  request,  the  Secretary  will 
(1)  review  copies  of  the  comments 
submitted  by  the  health  systems  agency 
and,  (2)  determine  that  the  procedures  to 
be  used  are  consistent  with  the  purposes 
of  the  Act  and  will  not  adversely  and 
substantially  affect  the  rights  of  affected 
persons. 

(c)  The  health  systems  agency  shall,  in 
accordance  with  the  requirements  of 

§  122.307(c),  distribute  a  notice  of  the 
approved  exceptions  and  of  any 
substitute  procedures  established  under 
this  section. 

§  122.310  Criteria  for  health  systems 
agency  review. 

(a)  The  health  systems  agency  shall 
adopt,  and  use  as  applicable,  specific 
criteria  for  conducting  the  reviews 
covered  by  this  subpart.  The  criteria 
must  be  based  at  least  on  the  general 
considerations  listed  under  §  123.412(a) 
of  this  title,  except  that  in  the  case  of  an 
HMO  or  an  ambulatory  care  facility  or 
health  care  facility  controlled,  directly 
or  indirectly,  by  an  HMO  or 
combination  of  HMOs,  the  criteria  must 
be  based  only  on  the  considerations  set 
forth  in  §  123.412(a)(13)  of  this  title.  The 
health  systems  agency  may  not  adopt 
any  additional  criteria  which  are 
inconsistent  with  those  criteria  based  on 
the  general  considerations  listed  under 

§  123.412(a). 

(b)  Health  systems  agencies  shall 
apply  all  applicable  criteria  based  on 
the  considerations  listed  at  §  123.412. 
Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
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being  conducted  or  the  type  of  health 
service  reviewed. 

9  1 22.3 1 1  Required  findings  on  access. 

(a)  For  each  project  described  in 
§  123.413(a)  of  this  title  for  which  the 
health  systems  agency  recommends 
issuance  of  a  certificate  of  need,  the 
healthKystems  agency  shall  make  a 
written  finding  (which  must  take  into 
account  the  current  accessibility  of  the 
facility  as  a  whole)  on  the  extent  to 
which  the  project  will  meet  the  health 
systems  agency’s  criteria  based  on  the 
considerations  in  §  123.412(a)  (5)  and  (6). 

PART  123— STATE  HEALTH 
PLANNING  AND  DEVELOPMENT 
AGENCIES 

2.  Part  123  of  Title  42  CFR,  is  amended 
by  revising  Subpart  E  to  read  as  follows: 

Subpart  E— Certificate  of  Need  Reviews 

Sec. 

123.401  Definitions. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  Scope  of  certificate  of  need  review 
programs. 

123.405  Health  maintenance  organizations. 

123.406  Notice  of  intent. 

123.407  Required  approvals. 

123.408  Enforcement. 

123.409  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

123.410  Procedures  for  State  Agency  review. 

123.411  Exceptions  to  use  of  procedures. 

123.412  Criteria  for  State  Agency  review. 

123.413  Required  findings  on  access. 
Authority:  Section  215  of  the  Public  Health 

Service  Act,  58  Stat.  690  (42  U.S.C.  216); 
sections  1501-1532  of  the  Public  Health 
Service  Act,  93  Stat.  592-630  (42  U.S.C.  300k- 
1— 300n-l). 

Subpart  E — Certificate  of  Need 
Reviews 

§  123.401  Definitions. 

In  addition  to  the  terms  defined  in 
Subpart  A  of  this  Part,  as  used  in  this 
subpart: 

The  term  “affected  persons”  includes, 
at  a  minimum,  the  applicant;  the  health 
systems  agency  for  the  health  service 
area  in  which  the  proposed  project  is  to 
be  located;  health  systems  agencies 
serving  contiguous  health  service  areas 
or  located  within  the  same  standard 
metropolitan  statistical  area;  any  person 
residing  within  the  geographic  area 
secyed  or  to  be  served  by  the  applicant; 
any  person  who  regularly  uses  health 
care  facilities  within  that  geographic 
area;  health  care  facilities  and  health 
maintenance  organizations  (HMOs) 
located  in  the  health  service  area  in 
which  the  project  is  proposed  to  be 
located  which  provide  services  similar 
to  the  services  of  the  facility  under 
review;  health  care  facilities  and  HMOs 


which,  prior  to  receipt  by  the  agency  of 
the  proposal  being  reviewed,  have 
formally  indicated  an  intention  to 
provide  similar  services  in  the  future; 
third  party  payers  who  reimburse  health 
care  facilities  for  services  in  the  health 
service  area  in  which  the  project  is 
proposed  to  be  located;  and  any  agency 
which  establishes  rates  for  health  care 
facilities  or  HMOs  located  in  the  health 
service  area  in  which  the  project  is 
proposed  to  be  located. 

The  term  “capital  expenditure"  means 
an  expenditure  made  by  or  on  behalf  of 
a  health  care  facility  which  under 
generally  accepted  accounting  principles 
is  not  properly  chargeable  as  an 
expense  of  operation  and  maintenance. 

The  term  "expenditure  minimum  for 
capital  expenditures”  means  $150,000 
for  the  twelve-month  period  beginning 
October  1, 1979,  and  for  each  twelve- 
month  period  thereafter,  $150,000  or,  at 
the  discretion  of  the  State,  the  figure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in 
the  Department  of  Commerce  Composite 
Construction  Cost  Index. 

The  term  “expenditure  minimum  for 
annual  operating  costs"  means  $75,000 
for  the  twelve-month  period  beginning 
October  1, 1979,  and  for  each  twelve- 
month  period  thereafter,  $75,000  or,  at 
the  discretion  of  the  State,  the  figure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in 
the  Department  of  Commerce  Composite 
Construction  Cost  Index. 

The  term  “health"  includes  physical 
and  mental  health. 

The  term  “health  care  facility”  means 
hospitals,  skilled  nursing  facilities, 
kidney  disease  treatment  centers 
(including  freestanding  hemodialysis 
units),  intermediate  care  facilities, 
rehabilitation  facilities,  and  ambulatory 
surgical  facilities,  but  does  not  include 
Christian  Science  sanatoriums  operated, 
or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston, 
Massachusetts.  Further: 

(1)  The  term  “hospital”  means  an 
institution  which  primarily  provides  to 
inpatients,  by  or  under  the  supervision 
of  physicians,  diagnostic  services  and 
therapeutic  sendees  for  medical 
diagnosis,  treatment  and  care  of  injured, 
disabled,  or  sick  persons,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  This  term  also  includes 
psychiatric  and  tuberculosis  hospitals. 

(2)  The  term  "psychiatric  hospital" 
means  an  institution  which  primarily 
provides  to  inpatients,  by  or  under  the 
supervision  of  a  physician,  specialized 
services  for  the  diagnosis,  treatment  and 


rehabilitation  of  mentally  ill  and 
emotionally  disturbed  persons. 

(3)  The  term  “tuberculosis  hospital” 
means  an  institution  which  primarily 
provides  to  inpatients,  by  or  under  the 
supervision  of  a  physician,  medical 
services  for  the  diagnosis  and  treatment 
of  tuberculosis. 

(4)  The  term  “skilled  nursing  facility" 
means  an  institution  or  a  distinct  part  of 
an  institution  which  primarily  provides 
to  inpatients  skilled  nursing  care  and 
related  services  for  patients  who  require 
medical  or  nursing  care,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons. 

(5)  The  term  “intermediate  care 
facility”  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  provides,  but  who 
because  of  their  mental  or  physical 
condition  require  health  related  care 
and  services  (above  the  level  of  room 
and  board). 

(6)  The  term  “rehabilitation  facility" 
means  an  inpatient  facility  which  is 
operated  for  the  primary  purpose  of 
assisting  in  the  rehabilitation  of 
disabled  persons  through  an  integrated 
program  of  medical  and  other  services 
which  are  provided  under  competent 
professional  supervision. 

(7)  The  term  “ambulatory  surgical 
facility"  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical 
treatment  to  patients  not  requiring 
hospitalization.  The  term  does  not 
include  the  offices  of  private  physicians 
or  dentists,  whether  for  individual  or 
group  practice. 

Explanatory  note. — Where  a  hospital  is 
part  of  a  larger  institution,  such  as  a 
university,  the  components  of  the  larger 
institution  (e.g.,  a  component  conducting 
medical  research)  not  related  to  the  hospital 
need  not  be  considered  part  of  the  hospital, 
whether  or  not  the  hospital  is  a  distinct  legal 
entity.  Similarly,  where  there  is  a  legal  entity, 
the  primary  activity  of  which  is  operating  a 
hospital,  but  which  also  operates  a  distinct 
research  component,  the  research  component 
need  not  be  considered  part  of  the  hospital. 

In  these  cases  the  component  conducting 
medical  research  that  is  distinct  from  the 
hospital  and  that  neither  provides  inpatient 
services  nor  uses  revenues  derived  from 
patient  charges  at  the  hospital  to  finance  its 
operations  need  not  be  considered  part  of  the 
hospital.  (Also  see  the  explanatory  note 
following  §  123.404(a)(1)  for  a  discussion  of 
circumstances  in  which  capital  expenditures 
by  the  non-hospital  components  are  subject 
to  review.) 

The  term  "health  maintenance 
organization"  or  “HMO"  means  a  public 
or  private  organization  organized  under 
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the  laws  of  any  State,  (1)  which  is  a 
qualified  health  maintenance 
organization  under  section  1310(d)  of  the 
Act,  or  (2)  which: 

(i)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the 
following  basic  health  care  services: 
usual  physician  services, 
hospitalization,  laboratory,  x-ray, 
emergency  and  preventive  services,  and 
out  of  area  coverage:  and 

(ii)  Is  compensated  (except  for 
copayments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (2)(i)  of  this  definition  to 
enrolled  participants  by  a  payment 
which  is  paid  on  a  periodic  basis 
without  regard  to  the  date  the  health 
care  services  are  provided  and  which  is 
fixed  without  regard  to  the  frequency, 
extent,  or  kind  of  health  service  actually 
provided:  and 

(iii)  Provides  physicians’  services 
primarily  (A)  directly  through  physicians 
who  are  either  employees  or  partners  of 
the  organization,  or  (B)  through 
arrangements  with  individual  physicians 
or  one  or  more  groups  of  physicians 
(organized  on  a  group  practice  or 
individual  practice  basis). 

The  term  “health  services”  means 
clinically  related  (i.e.,  diagnostic, 
treatment,  or  rehabilitative)  services, 
and  includes  alcohol,  drug  abuse,  and 
mental  health  services. 

The  term  “major  medical  equipment” 
means  a  single  unit  of  medical 
equipment  or  a  single  system  of 
components  with  related  functions 
which  is  used  to  provide  medical  and 
other  health  services  and  which  costs 
more  than  $150,000.  This  term  does  not 
include  medical  equipment  acquired  by 
or  on  behalf  of  a  clinical  laboratory  to 
provide  clinical  laboratory  services,  if 
the  clinical  laboratory  is  independent  of 
a  physician’s  office  and  a  hospital  and 
has  been  determined  under  title  XVIII  of 
the  Social  Security  Act  to  meet  the 
requirements  of  paragraphs  (10)  and  (11) 
of  section  1861(s)  of  that  Act.  In 
determining  whether  medical  equipment 
costs  more  than  $150,000,  the  cost  of 
studies,  surveys,  designs,  plans,  working 
drawings,  specifications,  and  other 
activities  essential  to  acquiring  the 
equipment  shall  be  included.  If  the 
equipment  is  acquired  for  less  than  fair 
market  value,  the  term  "cost”  includes 
the  fair  market  value. 

Note. — The  acquisition  of  equipment  which 
does  not  meet  the  definition  of  major  medical 
equipment  and  thus  is  not  subject  to  review 
under  §  123.404(a)(4),  will  be  subject  to 
review  if  it  meets  any  other  requirement 
under  §  123.404(a). 


The  term  "person”  means  an 
individual,  a  trust  or  estate,  a 
partnership,  a  corporation  (including 
associations,  joint  stock  companies,  and 
insurance  companies),  a  State,  a 
political  subdivision  or  an 
instrumentality  (including  a  municipal 
corporation)  of  a  State,  or  any  legal 
entity  recognized  by  the  State. 

The  term  “physician”  means  a  doctor 
of  medicine  or  osteopathy  legally 
authorized  to  practice  medicine  and 
surgery  by  a  State. 

§  123.402  Purpose  and  applicability. 

(a)  Section  1523(a)(4)(B)  of  the  Act 
requires  each  State  health  planning  and 
development  agency  (State  Agency)  to 
administer  a  State  certificate  of  need 
program  which  (1)  applies  to  the 
obligation  of  capital  expenditures  within 
the  State,  the  offering  within  the  State  of 
new  institutional  health  services,  and 
the  acquisition  of  major  medical 
equipment,  and  (2)  is  consistent  with 
regulations  of  the  Secretary.  This 
subpart  sets  forth  the  requirements  and 
standards  that  a  State  certificate  of  need 
program  must  meet.  A  State  certificate 
of  need  program  may  include  additional 
provisions  not  inconsistent  with  the 
requirements  of  this  subpart. 

(b)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functions 
under  section  1523(a)(4)(B)  of  the  Act, 
each  State  Agency  shall  (except  to  the 
extent  approved  by  the  Secretary) 
follow  procedures,  and  apply  criteria, 
developed  and  published  by  the  State 
Agency  in  accordance  with  regulations 
of  the  Secretary.  This  subpart  sets  forth 
requirements  respecting  these 
procedures  and  criteria. 

§  123.403  General. 

(a)  Each  State  Agency  shall 
administer  within  the  State  a  certificate 
of  need  program  meeting  the 
requirements  of  this  subpart. 

(b)  Only  the  State  Agency  (or  the 
appropriate  administrative  or  judicial 
review  body)  may  issue,  deny  or 
withdraw  certificates  of  need,  grant 
exemptions  from  certificate  of  need 
reviews,  or  determine  that  certificate  of 
need  reviews  are  not  required. 

(c)  In  issuing  or  denying  certificates  of 
need  or  in  withdrawing  certificates  of 
need,  the  State  Agency  shall  take  into 
account  recommendations  made  by 
health  systems  agencies  under  Subpart 
D  of  Part  122  of  this  title. 

(d)  Each  decision  of  the  State  Agency 
(or  the  appropriate  administrative  or 
judicial  review  body)  to  issue  a 
certificate  of  need  must  be  consistent 
with  the  State  health  plan,  except  in 
emergency  circumstances  that  pose  an 
imminent  threat  to  public  health. 


(e)  Each  decision  of  a  State  Agency  to 
issue,  deny,  or  withdraw  a  certificate  of 
need  must  be  based  (1)  on  the  review  by 
the  State  Agency  conducted  in 
accordance  with  procedures  and  criteria 
it  has  adopted  under  this  subpart,  and 
(2)  on  the  record  of  the  administrative 
proceedings  held  on*the  application  for 
the  certificate  or  the  State  Agency’s 
proposal  to  withdraw  the  certificate. 

Each  decision  of  a  State  Agency  to  grant 
or  deny  an  exemption  under  §  123.405 
(HMOs)  must  be  made  in  accordance 
with  the  State  Agency’s  procedures  for 
reviewing  applications  for  exemptions 
and  must  be  based  solely  on  the  record 
of  the  administrative  proceedings  held 
on  the  application. 

§  123.404  Scope  of  certificate  of  need 
review  programs. 

(a)  Required  coverage.  The  State 
certificate  of  need  program  must  apply 
to  the  obligation  of  capital  expenditures, 
the  offering  of  new  institutional  health 
services,  and  the  acquisition  of  major 
medical  equipment.  For  purposes  of  this 
subpart,  “the  obligation  of  capital 
expenditures,  offering  of  new 
institutional  health  services,  and 
acquisition  of  major  medical  equipment” 
means  the  following: 

(1)  Capital  expenditures  that  exceed 
the  expenditure  minimum.  The 
obligation  by  or  on  behalf  of  a  health 
care  facility  of  any  capital  expenditure 
(other  than  to  acquire  an  existing  health 
care  facility)  that  exceeds  the 
expenditure  minimum  for  capital 
expenditures  (or  any  lesser  amount  the 
State  may  specify).  The  cost  of  any 
studies,  surveys,  designs,  plans,  working 
drawings,  specifications,  and  other 
activities  (including  staff  effort  and 
consulting  and  other  services)  essential 
to  the  acquisition,  improvement, 
expansion,  or  replacement  of  any  plant 
or  equipment  with  respect  to  which  an 
expenditure  is  made  shall  be  included  in 
determining  if  the  expenditure  exceeds 
the  expenditure  minimum.  As  to  the 
obligation  of  a  capital  expenditure  to 
acquire  an  existing  health  care  facility, 
see  paragraph  (a)(5)  of  this  section. 

Explanatory  note. — Expenditures  by  a 
component  of  a  larger  institution,  such  as  a 
university,  which  is  distinct  from  a  separate 
health  care  facility  component,  such  as  the 
university’s  hospital,  need  not  be  viewed  as 
being  "by  a  health  care  facility”  for  purposes 
of  this  section.  Thus,  a  capital  expenditure  by 
a  university  medical  school  that  is  a  distinct 
component  of  the  university  need  not  be 
considered  to  be  “by”  the  hospital  of  the 
university.  In  finding  that  the  medical  school 
is  distinct,  the  State  Agency  should  find  at 
least  that  the  revenues  derived  from  patient 
charges  at  the  hospital  of  the  university  are 
not  used  for  operating  expenses  of  the 
medical  school.  If  a  capital  expenditure 
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exceeds  the  expenditure  minimum,  for  it  to  be 
required  to  be  subject  to  review,  the  State 
Agency  must  find  that  it  is  “on  behalf  of  a 
health  care  facility.  Such  an  expenditure  is 
also  required  to  be  subject  to  review  if  it  is 
for  the  acquisition  of  major  medical 
equipment  and  meets  the  conditions  set  forth 
in  §  123.404(a)(4)  of  this  subpart.  The  same 
analysis  would  apply  to  a  distinct  research 
component  of  a  legal  entity,  the  primary 
activity  of  which  is  operating  a  hospital. 

(2)  Bed  capacity.  The  obligation  of 
any  capital  expenditure  by  or  on  behalf 
of  a  health  care  facility  which — (i) 
increases  or  decreases  the  total  number 
of  beds,  (ii)  redistributes  beds  among 
various  categories,  or  (iii)  relocates  beds 
from  one  physical  facility  or  site  to 
another — by  ten  beds  or  ten  percent, 
whichever  is  less,  in  any  two-year 
period. 

(3)  Health  services,  (i)  The  obligation 
of  any  capital  expenditure  by  or  on 
behalf  of  a  health  care  facility  which  is 
associated  with  (A)  the  addition  of  a 
health  service  which  was  not  offered  by 
or  on  behalf  of  the  facility  within  the 
previous  twelve  months,  or  (B)  the 
termination  of  a  health  service  which 
was  offered  in  or  through  the  facility;  or 

(ii)  The  addition  of  a  health  service 
which  is  offered  by  or  on  behalf  of  the 
health  care  facility  which  was  not 
offered  by  or  on  behalf  of  the  facility 
within  the  twelve-month  period  before 
the  month  in  which  the  service  would  be 
offered,  and  which  entails  annual 
operating  costs  of  at  least  the 
expenditure  minimum  for  annual 
operating  costs. 

(4)  Major  medical  equipment,  (i)  The 
acquisition  by  any  person  of  major 
medical  equipment  that  will  be  owned 
by  or  located  in  a  health  care  facility;  or 

(ii)  The  acquisition  by  any  person  of 
major  medical  equipment  not  owned  by 
or  located  in  a  health  care  facility,  if  (A) 
the  notice  of  intent  required  by 

§  123.406(a)  is  not  filed  in  accordance 
with  that  paragraph,  or  (B)  the  State 
Agency  finds,  within  30  days  after  the 
date  it  receives  a  notice  in  accordance 
with  §  123.406(a),  that  the  equipment 
will  be  used  to  provide  services  for. 
inpatients  of  a  hospital. 

(iii)  An  acquisition  of  major  medical 
equipment  need  not  be  reviewed  if  it 
will  be  used  to  provide  services  to 
inpatients  of  a  hospital  only  on  a 
temporary  basis  in  the  case  of  (A)  a 
natural  disaster,  (B)  a  major  accident,  or 
(C)  equipment  failure. 

(iv)  A  State  program  may  cover  major 
medical  equipment  not  owned  by  or 
located  in  a  health  care  facility  beyond 
the  minimum  coverage  required  by  this 
subparagraph;  however,  after  September 
30, 1982,  the  certificate  of  need  program 
of  a  State  may  not  be  changed  to  include 


additional  requirements  for  coverage  of 
this  equipment. 

(5)  Acquisitions  of  health  care 
facilities,  (i)  Except  as  provided  in 
§  123.405(b)  (HMOs),  the  obligation  of  a 
capital  expenditure  by  any  person  to 
acquire  an  existing  health  care  facility 
(A)  if  the  notice  of  intent  required  at 
§  123.406(b)  is  not  Bled  in  accordance 
with  that  paragraph,  or  (B)  if  the  State 
Agency  finds,  within  30  days  after  the 
date  it  receives  a  notice  in  accordance 
with  §  123.406(b),  that  the  services  or 
bed  capacity  of  the  facility  will  be 
changed  in  being  acquired. 

(ii)  Each  State  Agency  shall  specify, 
for  purposes  of  the  preceding  sentence, 
what  activities  result  in  a  change  in  the 
services  or  bed  capacity  of  a  health  care 
facility;  however,  these  activities  must 
include  at  least  (A)  a  change  in  bed 
capacity  as  described  in  paragraph 

(a)(2)  of  this  section,  (B)  the  addition  of 
a  health  service  which  was  not  offered 
by  or  on  behalf  of  the  facility  within  the 
previous  twelve  months,  and  (C)  the 
termination  of  a  health  service  which 
was  offered  by  or  on  behalf  of  the 
facility. 

(b)  Leases,  donations,  and  transfers. 
An  acquisition  by  donation,  lease, 
transfer,  or  comparable  arrangement 
must  be  reviewed  if  the  acquisition 
would  be  subject  to  review  under 
paragraph  (a)  of  this  section  if  made  by 
purchase.  An  acquisition  for  less  than 
fair  market  value  must  be  reviewed  if 
the  acquisition  at  fair  market  value 
would  be  subject  to  review  under 
paragraph  (a)  of  this  section. 

(c)  Incurring  an  obligation.  No  person 
may  incur  an  obligation  for  a  capital 
expenditure  that  is  subject  to  review  •* 
under  paragraphs  (a)(1),  (a)(2),  (a)(3)(i), 
or  (a)(5)  of  this  section  without 
obtaining  a  certificate  of  need  for  the 
capital  expenditure.  An  obligation  for  a 
capital  expenditure  is  considered  to  be 
incurred  by  or  on  behalf  of  a  health  care 
facility:  (1)  When  a  contract, 
enforceable  under  State  law,  is  entered 
into  by  or  on  behalf  of  the  health  care 
facility  for  the  construction,  acquisition, 
lease  or  financing  of  a  capital  asset;  or 
(2)  When  the  governing  board  of  the 
health  care  facility  takes  formal  action 
to  commit  its  own  funds  for  a 
construction  project  undertaken  by  the 
health  care  facility  as  its  own 
contractor;  or  (3)  In  the  case  of  donated 
property,  on  the  date  on  which  the  gift  is 
completed  under  applicable  State  law. 

Note. — A  State  may  consider  an  obligation 
for  a  capital  expenditure  which  is  contingent 
upon  issuance  of  a  certificate  of  need  not  to 
be  incurred  until  the  certificate  of  need  is 
issued. 


(d)  Subsequent  reviews. — (1)  Capital 
expenditures.  The  State  program  must 
provide  as  follows:  A  proposed  change 
in  a  project  associated  with  a  capital 
expenditure  for  which  the  State  Agency 
has  previously  issued  a  certificate  of 
need  will  require  review  if  the  change  is 
proposed  within  one  year  (or  any  longer 
period  established  under  the  State 
Program)  after  the  date  the  activity  for 
which  the  expenditure  was  approved  is 
undertaken.  (As  an  illustration,  where  a 
hospital  receives  approval  to  construct  a 
new  wing  for  its  facility,  the  hospital 
will  “undertake  the  activity"  when  it 
begins  to  provide  services  in  the  wing.) 
This  subparagraph  applies  to  changes 
associated  with  capital  expenditures 
that  were  subject  to  review  under 
paragraph  (a)(1),  (a)(2)  or  (a)(3)(i)  of  this 
section.  A  review  is  required  under  this 
subparagraph  whether  or  not  a  capital 
expenditure  is  associated  with  the 
proposed  change.  A  “change  in  a 
project”  shall  include,  at  a  minimum, 
any  change  in  the  bed  capacity  of  a 
facility  as  described  in  paragraph  (a)(2) 
of  this  section,  and  the  addition  or 
termination  of  a  health  service. 

Explanatory  note. — Examples  that 
illustrate  coverage  required  by  this  paragraph 
are  as  follows:  (1)  A  certificate  of  need  is 
obtained  for  the  obligation  of  a  capital 
expenditure  which  results  in  the  addition  of 
ten  psychiatric  beds.  Within  one  year,  those 
beds  are  proposed  to  be  converted  to 
pediatric  beds.  Certificate  of  need  review  is 
required  for  the  conversion,  regardless  of 
whether  this  later  activity  is  associated  with 
a  capital  expenditure.  (2)  A  certificate  of 
need  is  obtained  for  the  obligation  of  a 
capital  expenditure  which  results  in  the 
addition  of  a  new  psychiatric  service.  Within 
one  year,  this  service  is  proposed  to  be 
converted  to  a  new  pediatric  service. 
Certificate  of  need  review  is  required, 
regardless  of  whether  a  capital  expenditure 
associated  with  the  new  service  will  be 
incurred  or  annual  operating  costs  of  at  least 
the  expenditure  minimum  will  result. 

(2)  Major  medical  equipment.  If  a 
person  acquires  major  medical 
equipment  not  located  in  a  health  care 
facility  without  a  certificate  of  need  and 
proposes  at  any  time  to  use  that 
equipment  to  serve  inpatients  of  a 
hospital  the  proposed  new  use  must  be 
reviewed  unless  the  use  is  one  described 
in  paragraph  (a)(4)(iii)  of  this  section. 

(3)  Existing  facilities.  If  a  person 
acquires  an  existing  health  care  facility 
without  a  certificate  of  need  and 
proposes  to  change  within  one  year  after 
the  acquisition  (or  any  longer  period  of 
time  established  under  the  State 
program)  the  services  or  bed  capacity  of 
the  facility,  the  proposed  change  must 
be  reviewed  if  it  would  have  required 
review  under  paragraph  (a)(5)  of  this 
section  originally. 
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(e)  Dissemination  of  scope  of 
coverage.  Before  reviewing  any  project 
not  previously  within  the  scope  of  the 
State  program’s  coverage,  each  State 
Agency  shall  disseminate  to  all  health 
systems  agencies,  health  care  facilities, 
and  HMOs  within  the  State,  and  shall 
publish  in  one  or  more  newspapers  of 
general  circulation  in  the  State,  a 
description  of  the  scope  of  coverage  of 
its  program.  The  description  must 
include  at  least  the  coverage  required  by 
§  123.404  and  §  123.405  of  this  subpart. 
Whenever  the  scope  of  coverage  is 
revised,  the  State  Agency  shall 
disseminate  and  publish  a  revised 
description  of  it. 

§  123.405  Health  maintenance 
organizations  (HMOs). 

(a)  Required  coverage.  With  respect 
to  an  HMO  or  a  health  care  facility 
controlled,  directly  or  indirectly,  by  an 
HMO  or  combination  of  HMOs,  the 
State  Agency  shall  review  any  activity 
specified  in  §  123.404  which  is 
undertaken  by  or  on  behalf  of  an 
inpatient  health  care  facility  (unless 
these  activities  are  exempt  under 
paragraph  (b)(1)  of  this  section).  In 
addition,  the  State  Agency  shall  review 
the  acquisition  of  major  medical 
equipment  by  an  ambulatory  care 
facility  of  an  HMO  to  the  extent 
required  by  §  123.404(a)(4)  and 
§  123.404(d)(2)  (unless  the  acquisition  is 
exempt  under  paragraph  (b)(1)  of  this 
section).  A  State  program  may  not 
exceed  the  coverage  specified  in  this 
paragraph. 

Explanatory  note. — A  list  of  examples 
illustrating  this  coverage  follows:  (1)  Major 
medical  equipment  acquired  by  HMOs  which 
is  not  owned  by  or  located  in  a  health  care 
facility  and  which  is  used  primarily  for 
inpatients  of  a  hospital  must  be  reviewed 
(unless  the  project  is  exempt);  further,  major 
medical  equipment  acquired  by  an  HMO  and 
located  in  a  health  care  facility  must  be 
reviewed  (unless  the  project  is  exempt).  (2)  A 
capital  expenditure  for  an  ambulatory  clinic 
proposed  by  an  HMO  which  expenditure  is 
not  proposed  by  or  on  behalf  of  an  inpatient 
health  care  facility  is  not  subject  to  review. 

(3)  The  establishment  of  an  HMO  is  not 
subject  to  certificate  of  need  review.  (4)  Any 
capital  expenditure  exceeding  the 
expenditure  minimum  by  or  on  behalf  of  an 
HMO’s  inpatient  health  care  facility  must  be 
reviewed  (unless  the  project  is  exempt).  (5)  A 
capital  expenditure  for  the  addition  of  ten 
beds  to  an  HMO’s  hospital  must  be  reviewed 
(unless  the  project  is  exempt). 

(b)  Exemptions. — (1)  Exemptions  from 
review,  (b)(1)  The  State  Agency  shall 
exempt  from  review  any  activity 
described  in  paragraph  (a)  of  this 
section  if  the  applicant  meets  the 
requirements  of  paragraph  (b)(2)  of  this 


section  and  if  the  activity  is  proposed  to 
be  undertaken  by: 

(i)  An  HMO  or  a  combination  of 
HMOs  if  (A)  the  HMO  or  combination  of 
HMOs  has,  in  the  service  area  of  the 
HMO  or  the  service  areas  of  the  HMOs 
in  the  combination,  an  enrollment  of  at 
least  50,000  individuals,  (B)  the  facility 
in  which  the  service  will  be  provided  is 
or  will  be  geographically  located  so  that 
the  service  will  be  reasonably 
accessible  to  the  enrolled  individuals, 
and  (C)  at  least  75  percent  of  the 
patients  who  can  reasonably  be 
expected  to  receive  the  health  service 
will  be  individuals  enrolled  with  the 
HMO  or  HMOs  in  the  combination;  or 

(ii)  A  health  care  facility  if  (A)  the 
facility  primarily  provides  or  will 
provide  inpatient  health  services,  (B)  the 
facility  is  or  will  be  controlled,  directly 
or  indirectly,  by  an  HMO  or  a 
combination  of  HMOs  which  has,  in  the 
service  area  of  the  HMO  or  service 
areas  of  the  HMOs  in  the  combination, 
an  enrollment  of  at  least  50,000 
individuals,  (C)  the  facility  is  or  will  be 
geographically  located  so  that  the 
service  will  be  reasonably  accessible  to 
the  enrolled  individuals,  and  (D)  at  least 
75  percent  of  the  patients  who  can 
reasonably  be  expected  to  receive  the 
health  service  will  be  individuals 
enrolled  with  the  HMO  or  HMOs  in  the 
combination;  or 

(iii)  A  health  care  facility  (or  portion 
thereof)  if  (A)  the  facility  is  or  will  be 
leased  by  an  HMO  or  combination  of 
HMOs  which  has,  in  the  service  area  of 
the  HMO  or  the  service  areas  of  the 
HMOs  in  the  combination,  an 
enrollment  of  at  least  50,000  individuals 
and,  on  the  date  the  application  is 
sqjpmitted  under  paragraph  (b)(2)  of  this 
section,  at  least  fifteen  years  remain  in 
the  term  of  the  lease,  (B)  the  facility  is  or 
will  be  geographically  located  so  that 
the  service  will  be  reasonably 
accessible  to  the  enrolled  individuals, 
and  (C)  at  least  75  percent  of  the 
patients  who  can  reasonably  be 
expected  to  receive  the  health  service 
will  be  individuals  enrolled  with  the 
HMO. 

(2)  Application  for  exemption,  (i)  An 
activity  of  an  HMO,  combination  of 
HMOs,  or  health  care  facility  shall  not 
be  exempt  under  paragraph  (b)(1)  of  this 
section  unless — 

(A)  The  applicant  has  submitted,  at 
the  time  and  in  the  form  and  manner 
prescribed  by  the  State  Agency,  an 
application  for  an  exemption  to  the 
State  Agency  and  the  appropriate  health 
systems  agency, 

(B)  The  application  contains  the 
information  respecting  the  HMO, 
combination,  or  facility  and  the 
proposed  offering,  acquisition,  or 


obligation  that  the  State  Agency  may 
require  to  determine  if  the  HMO  or 
combination  meets  the  requirements  of 
paragraph  (b)(1)  of  this  section  or  the 
facility  meets  or  will  meet  those 
requirements,  and 

(C)  The  State  Agency  approves  the 
application. 

(ii)  The  State  Agency  shall  approve  an 
application  submitted  under  this 
paragraph  if  the  applicable  requirements 
of  paragraph  (b)(1)  of  this  section  have 
been  met  or  will  be  met  on  the  date  the 
proposed  activity  for  which  an 
exemption  was  requested  will  be 
undertaken. 

(3)  Sale,  lease,  acquisition,  or  use  of 
exempt  facilities  or  equipment  The 
State  program  must  provide  that  a 
health  care  facility  (or  portion  thereof) 
or  medical  equipment  for  which  an 
exemption  was  granted  under  paragraph 
(b)(1)  of  this  section  may  not  be  sold  or 
leased,  a  controlling  interest  in  the 
facility  or  equipment  or  in  a  lease  of  the 
facility  or  equipment  may  not  be 
acquired,  and  a  health  care  facility 
described  in  paragraph  (b)(l)(iii)  of  this 
section  which  was  exempted  under 
paragraph  (b)(1)  of  this  section  may  not 
be  used  by  any  person  other  than  the 
lessee  described  in  paragraph  (b)(l)(iii), 
unless, 

(i)  The  State  Agency  issues  a 
certificate  of  need  for  the  sale,  lease, 
acquisition,  or  use,  or 

(ii)  The  State  Agency  determines, 
upon  application,  that  (A)  the  entity 
which  intends  to  buy  or  leasfe  the  facility 
or  equipment,  or  acquire  the  controlling 
interest  in  it,  or  which  intends  to  use  it, 
is  an  HMO  or  a  combination  of  HMOs 
which  meets  the  requirements  of 
paragraph  (b)(l)(i)(A)  of  this  section; 
and  (B)  with  respect  to  the  facility  or 
equipment,  the  entity  meets  the 
requirements  of  paragraph  (b)(l)(i)  (B) 
and  (C)  of  this  section  or  of  paragraph 
(b)(l)(ii)  (A)  and  (B)  of  this  section. 

(4)  Method  of  payment.  The  method  of 
payment  for  services  (i.e.,  prepaid  or 
fee-for-service)  is  not  relevant  in 
determining  whether  an  activity  is 
subject  to  review  under  this  subpart. 

(c)  Inclusion  in  health  plans.  If  an 
HMO  or  a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO  applies  for  a  certificate  of  need,  a 
State  Agency  may  not  disapprove  the 
application  solely  because  the  proposal 
is  not  discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 

(d)  Required  approval. 
Notwithstanding  general  review  criteria 
established  in  accordance  with 

§  123.412,  if  an  HMO  or  a  health  care 
facility  which  is  controlled,  directly  or 
indirectly,  by  an  HMO  applies  for  a 


Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations  69749 


certificate  of  need,  the  State  Agency 
shall  approve  the  application  if  it  finds 
(in  accordance  with  §  123.412(a)(13)) 
that  (1)  approval  of  the  application  is 
required  to  meet  the  needs  of  the 
members  of  the  HMO  and  of  the  new 
members  which  the  HMO  can 
reasonably  be  expected  to  enroll,  and 
(2)  the  HMO  is  unable  to  provide, 
through  services  or  facilities  which  can 
reasonably  be  expected  to  be  available 
to  the  HMO,  its  health  services  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operations  of  the  HMO  and 
which  makes  these  services  available  on 
a  long-term  basis  through  physicians 
and  other  health  professionals 
associated  with  it. 

(e)  Sale,  acquisition,  or  lease  of 
approved  facilities  or  equipment.  The 
State  program  must  provide  that  except 
as  provided  in  paragraph  (b)(2)  of  this 
section  and  notwithstanding  §  123.406,  a 
health  care  facility  (or  portion  thereof) 
or  medical  equipment  for  which  a 
certificate  of  need  was  issued  under  this 
section  may  not  be  sold  or  leased,  and  a 
controlling  interest  in  the  facility  or 
equipment  or  in  a  lease  of  the  facility  or 
equipment  may  not  be  acquired,  unless 
the  State  Agency  issues  a  certificate  of 
need  for  the  sale,  acquisition,  or  lease. 

§123.406  Notice  of  intent. 

The  State  program  must  provide  as 
follows:  (a)  Major  medical  equipment. 

At  least  30  days  before  any  person 
enters  into  a  contract  to  acquire  major 
medical  equipment  which  will  not  be 
owned  by  or  located  in  a  health  care 
facility,  the  person  shall  notify  the  State 
Agency  of  the  State  in  which  the 
equipment  will  be  located  and  the 
appropriate  health  systems  agency  of 
the  person’s  intent  to  acquire  the 
equipment  and  of  the  use  that  will  be 
made  of  the  equipment  (see 
§  123.404(a)(4)(ii)).  The  notice  must  be  in 
writing  and  contain  all  information  the 
State  Agency  requires  in  accordance 
with  §  123.410(a)(4). 

(b)  Acquisition  of  health  care 
facilities.  At  least  30  days  before  any 
person  acquires  or  enters  into  a  contract 
to  acquire  an  existing  health  care 
facility,  the  person  shall  notify  the  State 
Agency  of  the  State  in  which  the  facility 
is  located  and  the  appropriate  health 
systems  agency  of  the  person’s  intent  to 
acquire  the  facility  and  of  the  services  to 
be  offered  in  the  facility  and  its  bed 
capacity  (see  §  123.404(a)(5)).  The  notice 
must  be  made  in  writing  and  must 
contain  all  information  the  State  Agency 
requires  in  accordance  with 

§  123.410(a)(4). 

(c)  Construction  projects.  The  State 
Agency  shall  have  procedures  for 


persons  proposing  construction  projects 
to  submit  to  the  State  Agency  and  the 
appropriate  health  systems  agency,  as 
early  as  possible  in  the  course  of 
planning  the  project,  a  notice  of  intent  in 
as  much  detail  as  may  be  necessary  to 
inform  the  agencies  of  the  scope  and  the 
nature  of  the  project. 

§  123.407  Required  approvals. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  the  State  Agency 
shall  issue  a  certificate  of  need  for  a 
proposed  capital  expenditure  if  (1)  the 
capital  expenditure  is  required  (i)  to 
eliminate  or  prevent  imminent  safety 
hazards  as  defined  by  Federal,  State,  or 
local  fire,  building,  or  life  safety  codes 
or  regulations,  or  (ii)  to  comply  with 
State  licensure  standards,  or  (iii)  to 
comply  with  accreditation  or 
certification  standards  which  must  be 
met  to  receive  reimbursement  under 
Title  XV1I1  of  the  Social  Security  Act  or 
payments  under  a  State  plan  for  medical 
assistance  approved  under  Title  XIX  of 
that  Act,  and  (2)  the  State  Agency  has 
determined  that  (i)  the  facility  or  service 
for  which  the  capital  expenditure  is 
proposed  is  needed,  and  (ii)  the 
obligation  of  the  capital  expenditure  is 
consistent  with  the  State  health  plan. 

Explanatory  note. — For  applications  which 
meet  the  requirements  of  §  123.407(a),  the 
State  Agency  shall  use  procedures  and  apply 
criteria  (to  the  extent  they  are  appropriate  to 
determine  need)  as  required  by  this  subpart. 

If  the  State  Agency  determines  that  the 
facility  or  service  for  which  the  expenditure 
is  proposed  is  not  needed  (and  thus  that  the 
expenditure  to  correct  the  deficiency  is  not 
needed),  it  must  deny  the  certificate  of  need 
as  required  by  §  123.408(a).  If  the  State 
Agency  determines  that  the  expenditure  is 
not  consistent  with  the  State  health  plan,  it 
must  deny  the  certificate  of  need  unless  there 
is  an  emergency  that  poses  an  imminent 
threat  to  public  health  (see  §  123.403(d)). 

Even  in  such  a  case,  there  is  no  requirement 
that  the  State  Agency  issue  a  certificate  of 
need.  The  State  Agency  should  consider 
alternative  metfns  of  dealing  with  the  threat 
to  public  health.  State  Agencies  may  wish  to 
expedite  the  review  of  applications  intended 
to  correct  deficiencies  which  pose  a  threat  to 
the  public  health.  In  so  doing,  State  Agencies 
may  use  any  exceptions  to  the  required 
review  procedures  which  have  been 
approved  under  §  123.411. 

(b)  Those  portions  of  a  proposed 
project  which  are  not  required  to 
eliminate  or  prevent  safety  hazards  or  to 
comply  with  certain  licensure, 
certification,  or  accreditation  standards 
are  subject  to  review  using  the  criteria 
developed  under  §  123.412. 

§  123.408  Enforcement 

(a)  The  State  certificate  of  need 
program  must  provide  that  (1)  State 
Agencies  may  only  issue  a  certificate  of 


need  for  those  obligations  of  capital 
expenditures,  offerings  of  institutional 
health  services,  and  acquisitions  of 
major  medical  equipment  which  are 
found  to  be  needed;  and  (2)  persons  may 
only  obligate  capital  expenditures,  offer 
institutional  health  services  or  acquire 
major  medical  equipment  after  a 
certificate  of  need  is  issued  or  an 
exemption  under  §  123.405(b)  is 
obtained;  and  (3)  persons  may  not 
obligate  capital  expenditures,  offer 
institutional  health  services,  or  acquire 
major  medical  equipment  if  a  certificate 
of  need  authorizing  that  obligation, 
offering,  or  acquisition  has  been 
withdrawn  by  the  State  Agency. 

(b)  The  State  certificate  of  need 
program  must  provide  sanctions,  such  as 
the  denial  or  revocation  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  sufficient  to  ensure  compliance 
with  paragraph  (a)  of  this  section. 

§  123.409  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  State  Agency  shall  adopt, 
and  review  and  revise  as  necessary, 
review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
this  subpart  prior  to  conducting  reviews. 

(b)  The  State  Agency,  the  Statewide 
Health  Coordinating  Council,  and  the 
health  systems  agencies  within  the  State 
shall  cooperate  in  the  development  of 
procedures  and  criteria  under  this 
subpart  to  the  extent  appropriate  to 
achieve  efficient  reviews  and  consistent 
criteria  for  reviews. 

(c)  Before  adopting  the  review 
procedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  the 
procedures  and  criteria,  the  State 
Agency  shall  give  interested  persons  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 
adopt. 

(1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  Statewide  health 
agencies  and  organizations,  the 
Statewide  Health  Coordinating  Council, 
each  health  systems  agency  for  a  health 
service  area  located  in  the  State,  and 
any  agency  which  establishes  rates  for 
health  care  facilities  or  HMOs  in  the 
State. 

(2)  The  State  Agency  shall  publish,  in 
one  or  more  newspapers  of  general 
circulation  in  the  State,  a  notice  stating 
that  review  procedures  and  criteria,  or 
revisions  thereof,  have  been  proposed 
for  adoption  and  are  available  at 
specified  addresses  for  inspection  and 
copying. 
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(3)  A  State  Agency  may  request  from 
the  Secretary  an  exception  to  the 
requirement  of  paragraph  (c)(2)  of  this 
section.  The  request  must  be  in  writing 
and  must  contain  a  detailed  explanation 
of  the  reasons  for  the  request  and  of  the 
substitute  publication  procedures  that 
the  agency  intends  to  follow  if  the 
exception  is  approved.  The  Secretary 
may  grant  an  exception  if  the  Secretary 
determines  that  the  proposed  substitute 
procedures  do  not  adversely  and 
substantially  affect  the  rights  of  affected 
persons. 

(d)  Each  State  Agency  shall  distribute 
copies  of  its  adopted  review  procedures 
and  criteria,  and  any  revisions  thereof, 
to  the  agencies  and  organizations 
specified  in  paragraph  (c)(1)  of  this 
section  and  to  the  Secretary,  and  shall 
provide  copies  to  other  persons  upon 
request. 

§  123.410  Procedures  for  State  Agency 
review. 

(a)  The  procedures  adopted  and  used 
by  a  State  Agency  for  conducting  the 
reviews  covered  by  this  subpart  must 
include  at  least  the  following: 

(1)  Schedules  for  submitting 
applications.  Establishment  of  a 
schedule  for  submission  of  applications 
to  the  State  Agency.  The  schedule  must 
provide  for  the  review  of  all  completed 
applications  pertaining  to  similar  types 
of  services,  facilities,  or  equipment 
affecting  the  same  health  service  area  to 
be  considered  in  relation  to  each  other 
("batched”)  at  least  twice  a  year. 

(1)  Applications  which  satisfy  the 
requirements  of  §  123.407(a)  for  required 
approval  are  not  required  to  be  batched. 

(ii)  With  respect  to  health  services, 
the  State  Agency  shall,  unless  the  State 
establishes  other  categories  satisfactory 
to  the  Secretary,  batch  applications  at 
least  according  to  the  following 
categories:  general  medical-surgical, 
psychiatric,  obstetric,  pediatric,  skilled 
nursing,  and  intermediate  care.  State 
Agencies  may  subdivide  these 
categories  and  may  establish  additional 
categories. 

(2)  Notification  of  the  beginning  of  a 
review.  Timely  written  notification  to 
affected  persons  of  the  beginning  of  a 
review,  and,  if  a  person  has  asked  the 
State  Agency  to  place  the  person’s  name 
on  a  mailing  list  maintained  by  the  State 
Agency,  notification  to  the  person. 
Notification  must  include  the  proposed 
schedule  for  the  review,  the  period 
within  which  a  public  hearing  during  the 
course  of  the  review  may  be  requested 
by  affected  persons,  and  the  manner  in 
which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 
requested. 


(i)  For  purposes  of  this  subparagraph, 
the  date  of  notification  is  the  date  on 
which  the  notice  is  sent  or  the  date  on 
which  the  notice  appears  in  a 
newspaper  of  general  circulation, 
whichever  is  later. 

(ii)  Written  notification  to  members  of 
the  public  and  third  party  payers  may  be 
provided  through  newspapers  of  general 
circulation  in  the  health  service  area 
and  public  information  channels; 
notification  to  all  other  affected  persons 
must  be  by  mail  (which  may  be  as  part 
of  a  newsletter). 

(3)  Review  period.  Schedules  which 
provide  for  starting  reviews  in  a  timely 
fashion  and  which  establish  the  period 
within  which  the  State  Agency  will 
approve  or  disapprove  applications  for 
certificates  of  need  and  for  exemptions 
under  §  123.405(b). 

(i)  If,  after  a  review  has  begun,  the 
State  Agency  or  the  health  systems 
agency  requires  the  applicant  to  submit 
additional  information,  that  agency  shall 
give  the  applicant  at  least  fifteen  days  to 
submit  the  information,  and  upon 
request  of  the  applicant,  the  State 
Agency  shall  extend  its  review  period  at 
least  fifteen  days.  This  extension  must 
apply  to  all  other  applications  which 
have  been  batched  with  the  application 
for  which  additional  information  is 
required. 

(ii)  The  schedule  must  provide  that  no 
certificate  of  need  review  shall,  to  the 
extent  practicable,  take  longer  than  90 
days  from  the  date  that  notification  is 
sent  to  all  affected  persons  under 
paragraph  (a)(2)  of  this  section  to  the 
date  of  the  written  findings  made  under 
paragraph  (a)(6)  of  this  section.  The 
State  Agency  shall  adopt  criteria 
acceptable  to  the  Secretary  for 
determining  when  it  would  not  be 
practicable  to  complete  a  review  within 
90  days. 

(iii)  The  schedule  must  set  forth  the 
period  within  which  the  appropriate 
health  systems  agency  shall  complete  its 
review  under  §  122.308(a)(3)  of  this  title, 
and  provide  its  recommendation  with 
respect  to  the  project  to  the  State 
Agency.  However,  the  period  allotted  by 
the  State  Agertcy  to  the  health  systems 
agency  for  completion  of  its  review  and 
submission  of  its  recommendation  may 
not  be  less  than  60  days,  except  with  die 
written  consent  of  the  health  systems 
agency. 

(4)  Information  requirements. 

Provision  for  persons  subject  to  a  review 
to  submit  to  the  State  Agency,  in  the 
form  and  manner  and  containing  the 
information  which  the  State  Agency 
shall  prescribe  and  publish,  any 
information  that  the  State  Agency  may 
require  concerning  the  subject  of  the 
review. 


(i)  The  information  requirements  may 
vary  according  to  the  purpose  for  which 
a  particular  review  is  being  conducted 
or  the  type  of  health  service  being 
reviewed. 

(ii)  The  State  Agency  may  require  no 
information  of  a  person  subject  to 
review  which  is  hot  prescribed  and 
published  as  being  required. 

(iii)  The  State  Agency  shall  develop 
procedures  to  ensure  that  requests  for 
information  in  connection  with  a  review 
under  this  subpart  are  limited  to  only 
that  information  which  is  necessary  for 
the  State  Agency  to  perform  the  review. 

(5)  Periodic  reports.  Submission  of 
periodic  reports  by  providers  of  health 
services  and  other  persons  subject  to 
review  respecting  the  development  of 
proposals  subject  to  review. 

(6)  Written  findings  and  conditions. 
Provision  for  written  findings  (including, 
as  appropriate,  the  required  findings 
under  §  123.405(d)  and  §  123.413(a)) 
which  state  the  basis  for  any  final 
decision  made  by  the  State  Agency. 
When  a  certificate  of  need  is  to  be 
issued,  these  findings  must  include  the 
finding  of  need  required  by 

§  123.408(a)(1).  The  State  Agency  may 
not  make  its  final  decision  subject  to 
any  condition  unless  the  condition 
directly  relates  to  criteria  established 
under  §  123.412  or  criteria  prescribed  by 
regulation  by  the  State  Agency  in 
accordance  with  an  authorization  under 
State  law.  The  State  Agency  shall  send 
written  findings  to  the  applicant  and  to 
the  health  systems  agency  for  the  health 
service  area  in  which  the  project  is 
proposed,  and  shall  make  them 
available  to  others  upon  request.  In  the 
case  of  a  project  proposed  by  an  HMO, 
the  State  Agency  shall  also  send  these 
written  findings  to  the  appropriate 
regional  office  of  the  Department  of 
Health  and  Human  Services  at  the  time 
these  are  sent  to  the  applicant. 

(7)  Notification  of  the  status  of  a 
review.  Timely  notification,  upon 
request,  of  providers  of  health  services 
and  other  persons  subject  to  review 
under  this  subpart  of  the  status  of  the 
State  Agency  review,  findings  made  in 
the  course  of  the  review,  and  other 
appropriate  information  respecting  the 
review. 

(8)  Public  hearing  in  the  course  of 
review.  Provision  for  a  public  hearing  in 
the  course  of  agency  review  (and  before 
the  State  Agency  makes  its  decision)  if 
requested  by  any  affected  person. 

(i)  The  State  Agency  shall  provide  at 
least  30  days  from  the  date  of  written 
notification  of  the  beginning  of  a  review 
(see  paragraph  (a)(2)  of  this  section) 
within  which  a  public  hearing  during  the 
course  of  the  review  may  be  requested. 
The  State  Agency  shall,  prior  to  the 
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hearing,  provide  notice  of  the  hearing,  in 
accordance  with  its  procedure  adopted 
under  paragraph  (a)(2)  of  this  section. 

(ii)  In  a  hearing,  any  person  shall  have 
the  right  to  be  represented  by  counsel 
and  to  present  oral  or  written  arguments 
and  evidence  relevant  to  the  matter 
which  is  the  subject  of  the  hearing.  Any 
person  affected  by  the  matter  may 
conduct  reasonable  questioning  of 
persons  who  make  relevant  factual 
allegations. 

(iii)  The  agency  shall  maintain  a 
verbatim  record  of  the  hearing. 

(iv)  The  agency  may  not  impose  fees 
for  the  hearing. 

(v)  Paragraph  (c)  of  this  section 
provides  that  the  requirement  for  a 
public  hearing  in  the  course  of  review  is 
satisfied  if  the  State  Agency  delegates 
the  hearing  responsibility  to  the 
appropriate  health  systems  agency  and 
the  health  systems  agency  follows  the 
procedures  required  by  this  subsection. 
In  the  event  that  a  person  qualifying 
under  the  State  Agency  definition  of 
“affected  person”  is  not  provided  an 
opportunity  for  a  public  hearing  by  the 
health  systems  agency,  due  to  a 
difference  in  that  agency’s  definition  of 
“affected  persons,"  the  State  Agency 
must  provide  that  person  an  opportunity 
for  a  public  hearing. 

(9)  Ex  parte  contacts.  Provision  that, 
after  the  commencement  of  a  hearing 
under  paragraphs  (a)(8)  and  (a)(ll)  of 
this  section  and  before  a  decision  is 
made,  there  shall  be  no  ex  parte 
contacts  between  (i)  any  person  acting 
on  behalf  of  the  applicant  or  holder  of  a 
certificate  of  need,  or  any  person 
opposed  to  the  issuance  or  in  favor  of 
withdrawal  of  a  certificate  of  need  and 

(ii)  any  person  in  the  State  Agency  who 
exercises  any  responsibility  respecting 
the  application  or  withdrawal. 

(10)  Statement  of  reasons.  Provision 
that  if  the  State  Agency  makes  a 
decision  which  is  inconsistent  with  a 
recommendation  made  by  the  health 
systems  agency,  the  goals  of  the 
applicable  health  systems  plan,  or  the 
priorities  of  the  applicable  annual 
implementation  plan,  the  State  Agency 
shall  submit  to  the  health  systems 
agency  and  to  the  applicant  a  written, 
detailed  statement  of  the  reasons  for  the 
inconsistency. 

(11)  Public  hearings  for 
reconsideration  of  a  State  Agency 
decision.  Provision  that  any  person  may, 
for  good  cause  shown,  request  in  writing 
a  public  hearing  for  purposes  of 
reconsideration  by  the  State  Agency  of 
its  decision. 

(i)  The  agency  may  not  impose  fees 
for  the  hearing. 

(ii)  For  purposes  of  this  subparagraph, 
a  request  for  a  public  hearing  shows 


good  cause  if  it  (A)  presents  significant 
relevant  information  not  previously 
considered  by  the  State  Agency  which, 
with  reasonable  diligence,  could  not 
have  been  presented  before  the  State 
Agency  made  its  decision,  (B) 
demonstrates  that  there  have  been 
significant  changes  in  factors  or 
circumstances  relied  upon  by  the  State 
Agency  in  reaching  its  decision,  (C) 
demonstrates  that  the  State  Agency  has 
materially  failed  to  follow  its  adopted 
procedures  in  reaching  its  decision,  or 
(D)  provides  any  other  basis  which  the 
State  Agency  determines  constitutes 
good  cause. 

(iii) _To  be  effective,  a  request  for  a 
hearing  must  be  received  within  30  days 
of  the  State  Agency  decision,  and  the 
hearing  must  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
these  procedures  are  established  under 
State  law,  the  latter  shall  govern. 

(iv)  The  State  Agency  shall  send 
notification  of  the  public  hearing,  prior 
to  the  date  of  the  hearing,  to  the  person 
requesting  the  hearing,  the  person 
proposing  the  project  and  the  health 
systems  agency  for  the  health  service 
area  in  which  the  project  is  proposed, 
and  to  others  upon  request. 

(v)  The  State  Agency  shall  make 
written  findings  which  state  the  basis 
for  its  decision  within  45  days  after  the 
conclusion  of  the  hearing,  except  that 
where  any  different  time  period  is 
established  under  State  law,  the  latter 
shall  govern. 

(vi)  A  decision  of  the  State  Agency 
following  a  public  hearing  under  this 
subparagraph  shall  be  considered  a 
decision  of  the  State  Agency  for 
purposes  of  paragraphs  (a)(6),  (7),  (10), 
(13),  (14).  and  (15)  of  this  section. 

Note. — Nothing  in  these  regulations 
requires  that  a  person  must  request  a  public 
hearing  for  reconsideration  of  a  State  Agency 
decision  before  obtaining  administrative 
review  (see  paragraph  (a)(13)  of  this  section) 
or  judicial  review  (see  paragraph  (a)(14)  of 
this  section).  However,  it  is  possible  that 
applicable  State  law  imposes  such  a 
requirement. 

(12)  Maximums  on  capital 
expenditures.  Provision  that,  in  issuing  a 
certificate  of  need,  the  State  Agency 
shall  specify  the  maximum  capital 
expenditure  which  may  be  obligated 
under  the  certificate.  The  State  Agency 
shall  (i)  prescribe  the  method  used  to 
determine  capital  expenditure 
maximums,  (ii)  establish  procedures  to 
monitor  capital  expenditures  obligated 
under  certificates,  and  (iii)  establish 
procedures  to  review  projects  for  which 
the  capital  expenditure  maximum  is 
exceeded  or  expected  to  be  exceeded. 


(13)  Administrative  review.  Provision 
that  upon  request  of  any  affected 
person,  the  decision  of  the  State  Agency 
to  issue,  deny,  or  withdraw  a  certificate 
of  need  or  to  grant  or  deny  an  exemption 
shall  be  administratively  reviewed, 
under  an  appeals  mechanism  consistent 
with  State  law  governing  the  practices 
and  procedures  of  administrative 
agencies,  or,  if  there  is  no  such  State 
law,  by  an  entity  (other  than  the  State 
Agency)  designated  by  the  Governor. 

(i)  To  be  effective,  the  request  must  be 
received  within  30  days  of  the  State 
Agency  decision,  and  the  review  must 
commence  within  30  days  of  receipt  of 
the  request,  except  that  where  any 
different  time  periods  for  these 
procedures  are  established  under  State 
law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern. 

(ii)  The  decision  of  the  reviewing 
agency  must  be  made  in  writing  within 
45  days  after  the  conclusion  of  the 
review,  except  that  where  any  different 
time  period  i6  required  under  State  law 
governing  the  practices  and  procedures 
of  administrative  agencies,  the  latter 
shall  govern.  The  State  Agency  shall 
send  these  written  findings  to  the  person 
proposing  the  project,  the  person 
requesting  the  review,  the  appropriate 
health  systems  agency,  and  to  others 
upon  request. 

(iii)  The  decision  of  the  reviewing 
agency  shall  be  considered  the  final 
decision  of  the  State  Agency.  However, 
if  permitted  by  applicable  State  law,  the 
reviewing  agency  may  remand  the 
matter  to  the  State  Agency  for  further 
action  or  consideration. 

Note. — Nothing  in  these  regulations 
requires  that  a  person  must  request 
administrative  review  before  obtaining 
judicial  review  (see  paragraph  (a)(14)  of  this 
section).  However,  it  is  possible  that 
applicable  State  law  imposes  such  a 
requirement. 

(14)  Judicial  review.  Provision  that 
any  person  adversely  affected  by  a  final 
decision  of  a  State  Agency  with  respect 
to  a  certificate  of  need  or  an  application 
for  an  exemption  may,  within  a 
reasonable  period  of  time  after  the 
decision  is  made  (and  any 
administrative  review  of  it  completed), 
obtain  judicial  review  of  it  in  an 
appropriate  State  court. 

(i)  The  State  court  shall  affirm  the 
decision  of  the  State  Agency  unless  it 
finds  it  to  be  arbitrary  or  capricious  or 
not  made  in  compliance  with  applicable 
law. 

(ii)  For  purposes  of  this  subparagraph, 
"person  adversely  affected"  shall 
include  the  State  Agency,  any  person 
who  meets  the  definition  of  “affected 
person"  in  §  123.401,  and  any  person 
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who  participated  in  the  proceeding 
before  the  State  Agency. 

(15)  Annual  reports  of  the  State 
Agency.  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  State 
Agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  review)  and  of  the 
reviews  completed  by  the  agency  since 
the  publication  of  the  last  report  and  a 
general  statement  of  the  findings  and 
decisions  made  in  the  course  of  those 
reviews. 

(16)  Public  access.  Access  by  the 
general  public  to  all  applications 
reviewed  by  the  State  Agency  and  to  all 
other  written  materials  essential  to  any 
State  Agency  review. 

(17)  Failure  to  act  on  an  application 
within  the  required  time.  Provision  that 
if  the  State  Agency  fails  to  approve  or 
disapprove  an  application  for  a 
certificate  of  need  or  an  exemption 
under  §  123.405(b)  within  the  applicable 
period,  the  applicant  may,  within  a 
reasonable  period  of  time  following  the 
expiration  of  that  period,  bring  an  action 
in  an  appropriate  State  court  to  require 
the  State  Agency  to  approve  or 
disapprove  the  application.  A  certificate 
of  need  or  an  exemption  may  not  be 
issued  or  denied  solely  because  the 
State  Agency  failed  to  reach  a  decision. 

(18)  Withdrawal  of  a  certificate  of 
need.  Provision  that  an  application  for  a 
certificate  of  need  shall  specify  the  time 
the  applicant  will  require  to  make  the 
service  or  equipment  available  or  to 
complete  the  project  and  a  timetable  for 
making  the  service  or  equipment 
available  or  to  complete  the  project. 
After  the  issuance  of  a  certificate  of 
need,  the  State  Agency  shall 
periodically  review  the  progress  of  the 
holder  of  the  certificate  in  meeting  the 
timetable  specified  in  the  approved 
application.  If  on  the  basis  of  this  review 
the  State  Agency  determines  that  the 
holder  of  a  certificate  is  not  meeting  the 
timetable  and  is  not  making  a  good  faith 
effort  to  meet  it,  the  State  Agency  may, 
after  considering  any  recommendation 
made  by  the  appropriate  health  systems 
agency,  withdraw  the  certificate.  In 
withdrawing  a  certificate  of  need,  the 
State  Agency  shall  follow  the 
procedures  at  paragraph  (a)(2),  (6),  (7), 
(8),  (9),  (10),  (11),  (13),  (14),  and  (15)  of 
this  section. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (4)  or 
(5)  of  this  section  shall  be  considered 
satisfied  if  the  appropriate  health 


systems  agency  has  provided  for  the 
corresponding  procedure  found  at 
§  122.308(a)  (4)  or  (5)  of  this  title.  The 
procedures  of  paragraph  (a)(8)  of  this  , 
section  shall  be  considered  satisfied  if 
the  State  Agency  delegates  the  hearing 
responsibility  to  the  appropriate  health 
systems  agency  and  the  health  systems 
agency  follows  the  procedures  at 
paragraph  (a)(8)  of  this  section. 

§123.411  Exceptions  to  use  of 
procec'  ires. 

(a)  The  Secretary  may  approve  an 
exception  to  any  of  the  required  review 
procedures  under  §  123.410  either  in 
response  to  a  written  request  from  a 
State  Agency  or  as  a  general  exception 
of  which  any  State  Agency  may  avail 
itself.  In  approving  a  general  exception, 
the  Secretary  will  establish  substitute 
procedures  where  appropriate. 

(b)  Before  availing  itself  of  a  general 
exception  approved  by  the  Secretary, 
the  State  Agency  shall  follow  the  notice 
and  comment  procedures  of  §  123.409(c). 
Before  submitting  a  written  request  for 
an  exception  under  this  section,  the 
State  Agency  shall  follow  the  notice  and 
comment  procedures  of  §  123.409(c)  and 
shall  submit  to  the  Secretary  with  its 
request  copies  of  all  comments  which  it 
receives.  Before  approving  the  request, 
the  Secretary  will  (1)  review  copies  of 
the  comments  submitted  by  the  State 
Agency  and  (2)  determine  that  the 
procedures  which  will  be  used  are 
consistent  with  the  purposes  of  the  Act 
and  will  not  adversely  and  substantially 
affect  the  rights  of  affected  persons. 

(c)  The  State  Agency  shall,  in 
accordance  with  the  requirements  of 
§  123.409(d),  distribute  a  notice  of  the 
approved  exceptions  and  of  any 
substitute  procedures  established  under 
this  section. 

§  123.412  Criteria  for  State  Agency  review. 

(a)  The  State  Agency  shall  adopt,  and 
use  as  applicable,  specific  criteria  for 
conducting  the  reviews  covered  by  this 
subpart.  The  criteria  must  be  based  only 
on  the  following  general  considerations, 
except  that  the  State  Agency  may 
include  any  additional  criteria  which  it 
prescribes  by  regulation  in  accordance 
with  an  authorization  under  State  law. 

In  the  case  of  an  HMO  or  an  ambulatory 
care  facility  or  health  care  facility 
controlled,  directly  or  indirectly,  by  an 
HMO  or  combination  of  HMOs,  the 
criteria  must  be  based  only  on  the 
considerations  set  forth  in  paragraph 
(a)(13)  of  this  section. 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  health  systems  plan,  annual 
implementation  plan,  and  State  health 
plan. 


(2)  The  relationship  of  services 
reviewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  the  services. 

'(3)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  the  services  to  be  offered, 
expanded,  reduced,  relocated,  or 
eliminated. 

(4)  The  immediate  and  long-term 
financial  feasibility  of  the  proposal,  as 
well  as  the  probable  effect  of  the 
proposal  on  the  costs  of  and  charges  for 
providing  health  services  by  the  person 
proposing  the  service. 

(5) (i)  The  need  that  the  population 
served  or  to  be  served  has  for  the 
services  proposed  to  be  offered  or 
expanded,  and  the  extent  to  which  all 
residents  of  the  area,  and  in  particular 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups, 
and  the  elderly,  are  likely  to  have  access 
to  those  services. 

(ii)  In  the  case  of  a  reduction  or 
elimination  of  a  service,  including  the 
relocation  of  a  facility  or  a  service,  the 
need  that  the  population  presently 
served  has  for  the  service,  the  extent  to 
which  that  need  will  be  met  adequately 
by  the  proposed  relocation  or  by 
alternative  arrangements,  and  the  effect 
of  the  reduction,  elimination  or 
relocation  of  the  service  on  the  ability  of 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups, 
and  the  elderly,  to  obtain  needed  health 
care. 

(6)  The  contribution  of  the  proposed 
service  in  meeting  the  health  related 
needs  of  members  of  medically 
underserved  groups  which  have 
traditionally  experienced  difficulties  in 
obtaining  equal  access  to  health 
services  (for  example,  low  income 
persons,  racial  and  ethnic  minorities, 
women,  and  handicapped  persons), 
particularly  those  needs  identified  in  the 
applicable  health  systems  plan,  annual 
implementation  plan,  and  State  health 
plan  as  deserving  of  priority.  For  the 
purpose  of  determining  the  extent  to 
which  the  proposed  service  will  be 
accessible,  the  State  Agency  shall 
consider: 

(i)  The  extent  to  which  medically 
underserved  populations  currently  use 
the  applicant’s  services  in  comparison  to 
the  percentage  of  the  population  in  the 
applicant’s  service  area  which  is 
medically  underserved,  and  the  extent 
to  which  medically  underserved 
populations  are  expected  to  use  the 
proposed  services  if  approved; 

(ii)  The  performance  of  the  applicant 
in  meeting  its  obligation,  if  any,  under 
any  applicable  Federal  regulations 
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requiring  provision  of  uncompensated 
care,  community  service,  or  access  by 
minorities  and  handicapped  persons  to 
programs  receiving  Federal  financial 
assistance  (including  the  existence  of 
any  civil  rights  access  complaints 
against  the  applicant); 

(iii)  The  extent  to  which  Medicare, 
Medicaid  and  medically  indigent 
patients  are  served  by  the  applicant; 
and 

(iv)  The  extent  to  which  the  applicant 
offers  a  range  of  means  by  which  a 
person  will  have  access  to  its  services 
(e.g.,  outpatient  services,  admission  by 
house  staff,  admission  by  personal 
physician). 

Note. — Where  appropriate,  the  State 
Agency  may  also  consider  other  access 
issues,  such  as:  (1)  the  extent  to  which  the 
applicant  grants  medical  staff  privileges  to 
physicians  who  serve  the  medically 
underserved;  and  (2)  the  extent  to  which  the 
applicant  takes  action  necessary  to  remove 
barriers  that  limit  access  to  the  health 
services  of  the  applicant.  These  barriers  may 
include  unavailability  of  public 
transportation;  absence  of  translation 
services  where  a  substantial  portion  of  the 
population  of  the  health  service  area  does  not 
speak  English  as  its  primary  language; 
building  designs  that  substantially  hinder  use 
of  the  facility;  and  financial  barriers  (e.g.,  pre¬ 
admission  deposits). 

(7)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
the  services  are  proposed  to  be 
provided. 

(8)  The  availability  of  resources 
(including  health  personnel, 
management  personnel,  and  funds  for 
capital  and  operating  needs)  for  the 
provision  of  the  services  proposed  to  be 
provided  and  the  need  for  alternative 
uses  of  these  resources  as  identified  by 
the  applicable  health  systems  plan, 
annual  implementation  plan  or  State 
health  plan. 

(9)  The  relationship,  including  the 
organizational  relationship,  of  the  health 
services  proposed  to  be  provided  to 
ancillary  or  support  services. 

(10)  llie  effect  of  the  means  proposed 
for  the  delivery  of  health  services  on  the 
clinical  needs  of  health  professional 
training  programs  in  the  area  in  which 
the  services  are  to  be  provided. 

(11)  If  proposed  health  services  are  to 
be  available  in  a  limited  number  of 
facilities,  the  extent  to  which  the  health 
professions  schools  in  the  area  will  have 
access  to  the  services  for  training 
purposes. 

(12)  Special  needs  and  circumstances 
of  those  entities  which  provide  a 
substantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  the  entities  are  located  or  in 


adjacent  health  service  areas.  These 
entities  may  include  medical  and  other 
health  professions  schools, 
multidisciplinary  clinics  and  specialty 
centers. 

(13)  The  special  needs  and 
circumstances  of  HMOs.  These  needs 
and  circumstances  shall  be  limited  to: 

(i)  The  needs  of  enrolled  members  and 
reasonably  anticipated  new  members  of 
the  HMO  for  the  health  services 
proposed  to  be  provided  by  the 
organization;  and 

(ii)  The  availability  of  the  new  health 
services  from  non-HMO  providers  or 
other  HMOs  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO.  In  assessing  the  availability 
of  these  health  services  from  these 
providers,  the  agency  shall  consider 
only  whether  the  services  from  these 
providers: 

(A)  Would  be  available  under  a 
contract  of  at  least  five  years  duration; 

(B)  Would  be  available  and 
conveniently  accessible  through 
physicians  and  other  health 
professionals  associated  with  the  HMO. 
(For  example — whether  physicians 
associated  with  the  HMO  have  or  will 
have  full  staff  privileges  at  a  non-HMO 
hospital); 

(C)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  HMO; 
and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to  the 
HMO. 

(14)  The  special  needs  and 
circumstances  of  biomedical  and 
behavioral  research  projects  which  are 
designed  to  meet  a  national  need  and 
for  which  local  conditions  offer  special 
advantages. 

(15)  In  the  case  of  a  construction 
project — 

(i)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the 
construction  project  reviewed  on  the 
costs  of  providing  health  services  by  the 
person  proposing  the  construction 
project  and  on  the  costs  and  charges  to 
the  public  of  providing  health  services 
by  other  persons. 

(16)  The  special  circumstances  of 
health  care  facilities  with  respect  to  the 
need  for  conserving  energy. 

(17)  In  accordance  with  section 
1502(b)  of  the  Act,  the  factors  which 
affect  the  effect  of  competition  on  the 
supply  of  the  health  services  being 
reviewed. 

(18)  Improvements  or  innovations  in 
the  financing  and  delivery  of  health  . 
services  which  foster  competition,  in 


accordance  with  section  1502(b)  of  the 
Act,  and  serve  to  promote  quality 
assurance  and  cost  effectiveness. 

(19)  In  the  case  of  health  services  or 
facilities  proposed  to  be  provided,  the 
efficiency  and  appropriateness  of  the 
use  of  existing  services  and  facilities 
similar  to  those  proposed. 

(20)  In  the  case  of  existing  services  or 
facilities,  the  quality  of  care  provided  by 
those  facilities  in  the  past. 

(21)  When  an  application  is'  made  by 
an  osteopathic  or  allopathic. facility  for  a 
certificate  of  need  to  construct,  expand, 
or  modernize  a  health  care  facility, 
acquire  major  medical  equipment,  or 
add  services,  the  need  for  that 
construction,  expansion,  modernization, 
acquisition  of  equipment,  or  addition  of 
services  shall  be  considered  on  the  basis 
of  the  need  for  and  the  availability  in 
the  community  of  services  and  facilities 
for  osteopathic  and  allopathic 
physicians  and  their  patients.  The  State 
Agency  shall  consider  the  application  in 
terms  of  its  impact  on  existing  and 
proposed  institutional  training  programs 
for  doctors  of  osteopathy  and  medicine 
at  the  student,  internship,  and  residency , 
training  levels. 

Explanatory  note. — This  provision  seeks  to 
ensure  that  the  need  for  and  availability  of 
services  and  facilities  for  osteopathic 
physicians  and  patients  will  be  considered. 

(b)  State  Agencies  shall  apply  all 
applicable  criteria  based  on  the 
considerations  listed  at  §  123.412. 

Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

§  123.413  Required  findings  on  access. 

(a)  Under  §  123.412(a)  (5)  and  (6),  the 
State  Agency  is  required  to  develop 
criteria  based  on  considerations  relating 
to  the  need  of  the  population  to  be 
served  for  the  proposed  project  and  the 
extent  to  which  the  residents  of  the  area 
will  have  access  to  the  project.  For  each 
project  it  approves,  the  State  Agency 
shall  make  a  written  finding  (which 
shall  take  into  account  the  current 
accessibility  of  the  facility  as  a  whole) 
on  the  extent  to  which  the  project  will 
meet  the  State  Agency’s  criteria 
developed  based  on  the  considerations 
in  §  123.412(a)  (5)  and  (6).  except  in  the 
following  cases; 

(1)  Where  the  project  is  one  described 
in  §  123.407(a)  (projects  to  eliminate  or 
prevent  certain  imminent  safety  hazards 
or  to  comply  with  certain  licensure  or 
accreditation  standards);  or  . 

(2)  Where  the  project  is  a  proposed 
capital  expenditure  not  directly  related 
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to  the  provision  of  health  services  or  to 
beds  or  major  medical  equipment;  or 

(3)  Where  the  project  is  proposed  by 
or  on  behalf  of  an  HMO  or  a  health  care 
facility  which  is  controlled,  directly  or 
indirectly,  by  an  HMO. 

Explanatory  note. — When  a  project  is 
approved,  then  in  addition  to  the  written 
findings  required  by  §  123.410(a)(6),  to  the 
extent  that  a  project  does  not  fall  within  one 
of  these  exceptions,  a  written  finding  under 
§  123.413  regarding  the  criteria  on  need  and 
access  developed  under  §  123.412(a)  (5)  and 
(6)  is  required.  Examples  of  when  the  written 
finding  is  required  as  to  whether  a  project 
satisfies  the  State  Agency’s  criteria  for  need 
and  access  are  as  follows:  (1)  The  applicant 
proposes  to  make  a  capital  expenditure  of 
$400,000  required  solely  to  comply  with  State 
licensure  standards.  The  written  finding  is 
not  required.  (2)  The  applicant  proposes  to 
provide  a  new  coronary  care  service  with 
annual  operating  costs  of  more  than  the 
expenditure  minimum.  The  written  finding  is 
required  if  the  project  is  approved.  (3)  The 
applicant  proposes  to  make  a  capital 
expenditure  of  $200,000  to  repave  its  parking 
—  lot,  or  to  acquire  computerized  data 
processing  equipment,  or  to  repair  or  upgrade 
its  heating  or  air  conditioning  equipment.  The 
written  finding  is  not  required.  (4)  The 
applicant  proposes  to  make  a  capital 
expenditure  to  add  fifteen  beds  to  its 
obstetrical  ward.  The  written  finding  is 
required  if  the  project  is  approved.  (5)  The 
applicant  proposes  to  make  a  capital 
expenditure  to  renovate  the  pediatric  ward  of 
its  facility.  If  the  project  is  approved,  a 
written  finding  is  required  because  the 
project  is  directly  related  to  the  provision  of 
health  services. 

(b)  In  any  case  where  the  State 
Agency  finds  that  an  approved  project 
does  not  satisfy  the  State  Agency’s 
criteria  based  on  the  considerations  in 
§  123.412(a)  (5)  or  (6),  it  may,  if  it 
approves  the  application,  impose  the 
condition  that  the  applicant  take 
affirmative  steps  to  meet  those  criteria. 

(c)  When  this  written  finding  is 
required,  the  State  Agency,  in  evaluating 
the  accessibility  of  the  project,  must 
take  into  account  the  current 
accessibility  of  the  facility  as  a  whole.  If 
the  State  Agency  disapproves  a  project 
for  failure  to  meet  the  need  and  access 
criteria,  it  must  so  state  in  its  written 
findings  under  §  123.410(a)(6). 

(d)  In  any  case  where  the  State 
Agency  finds  that  a  project  does  not 
satisfy  the  State  Agency’s  criteria  based 
on  the  considerations  in  §  123.412(a)  (5) 
or  (6),  it  shall  so  notify  in  writing  the 
applicant  and  the  appropriate  Regional 
Office  of  the  Department  of  Health  and 
Human  Services. 

Appendix — Section-by-Section  Analysis 
of  Comments  and  Changes 

Editorial  Note. — The  following  appendix 
will  not  appear  in  the  Code  of  Federal 
Regulations. 


§  123.401  Definitions. 

Many  commenters  suggested  that  the 
Department  define  a  number  of 
additional  terms  used  in  the  regulations. 
The  Secretary  believes  that  the  list  of 
terms  currently  defined  in  §  123.401  is 
sufficient.  Where  necessary  State 
Agencies  may  define  additional  terms  or 
amplify  the  existing  definitions. 

Many  persons  commented  on  the 
definition  of  “affected  persons."  Some 
commenters  suggested  that  the 
Secretary  allow  States  to  define  this 
term,  and  other  commenters  said  this 
term  should  be  more  limited,  e.g.,  limited 
to  persons  in  the  same  health  service 
area  as  the  project.  Most  commenters, 
however,  supported  the  term  as  defined 
because  a  broad  definition  will  provide 
a  sufficient  opportunity  for  consumers  of 
health  care  to  participate  in  certificate 
of  need  reviews.  The  Secretary  has 
rejected  the  suggestions  to  limit  this 
definition.  The  broad  definition  in  the 
proposed  regulations  follows  the 
definition  suggested  in  the  Report  of  the 
Senate  Committee  on  Labor  and  Human 
Resources  (See  S.  Rep.  No.  96,  96th 
Cong.,  1st  Sess.,  p.  72  (1979).).  However, 
in  these  final  regulations  the  definition 
of  "affected  person”  has  been  revised  to 
accommodate  two  concerns  raised  by 
the  commenters.  First,  health  systems 
agencies  located  within  the  same 
standard  metropolitan  statistical  area  as 
the  proposed  project  are  now  included 
within  the  definition  to  ensure  that  all 
health  systems  agencies  within  a 
standard  metropolitan  statistical  area 
coordinate  their  activities  (see  section 
1513(d)(2)  of  the  Act).  Second,  the 
language  in  the  proposed  rule  effectively 
limited  affected  persons  to,  among 
others,  members  of  the  public  to  be 
served  by  the  proposed  project.  Thus, 
where  a  proposed  project  involves  a 
service  closure  or  where  the  applicant 
intends  to  serve  only  a  limited 
population,  some  parties  at  interest 
would  not  technically  be  “affected 
persons."  Accordingly,  the  definition 
now  includes  other  health  systems 
agencies  in  a  standard  metropolitan 
statistical  area  as  well  as  persons  in  the 
geographic  area  served  or  to  be  served 
by  the  project  and  persons  who 
regularly  use  health  care  facilities  in  the 
geographic  area. 

Several  commenters  suggested  that 
third  party  payers  be  included  in  the 
definition  of  “affected  persons."  The 
Secretary  has  accepted  this  suggestion 
and  has  added  “third  party  payers  who 
reimburse  health  care  facilities  for 
services  in  the  health  service  area  in 
which  the  project  is  proposed  to  be 
located”  to  the  definition  of  affected 
persons. 


Several  commenters  noted  that 
“annual  operating  costs"  had  not  been 
defined.  The  Secretary  has  decided  that 
“annual  operating  costs”  should  be 
calculated  on  the  basis  of  generally 
accepted  accounting  principles  and 
suggests  that  States  apply  these 
principles  in  determining  annual 
operating  costs. 

Most  commenters  supported  the 
Department  of  Commerce  Composite 
Construction  Cost  Index  as  an  index  v 
that  would  reflect  the  rate  of  inflation 
for  capital  expenditures  in  the  health 
care  industry.  However,  a  number  of 
respondents  wrote  that  this  Index  does 
not  specifically  reflect  hospital  or  health 
care-related  construction.  Although  the 
Index  is  not  specifically  designed  for 
construction  in  the  health  care  industry, 
it  is  a  reasonably  accurate  gauge  of  the 
inflation  of  construction  rates  in  general. 
Other  commenters  said  that  this  Index  is 
not  applicable  or  useful  for  estimating 
price  changes  to  major  medical 
equipment.  The  Secretary  will  not 
designate  an  index  for  purchases  of 
major  medical  equipment  because  the 
statute  has  established  a  fixed  minimum 
expenditure  threshold  for  major  medical 
equipment  at  $150,000.  A  number  of 
others  were  concerned  that  the 
Composite  Construction  Cost  Index 
would  be  applied  to  non-construction 
related  applications.  This  is  correct; 
however,  the  Secretary  believes  the 
Index  will  still  be  useful  as  a  general 
economic  indicator  in  adjusting  the 
expenditure  minimum.  In  addition,  no 
more  precise  index  permitted  by  the  Act 
exists. 

The  Department  received  several 
suggestions  on  the  index  to  be  used  in 
adjusting  the  $75,000  baseline  figure  for 
annual  operating  costs,  including  the 
National  Hospital  Input  Price  Index  and 
the  American  Hospital  Association 
Market  Basket  Index.  The  Secretary  is 
unable  to  accept  these  suggestions 
because  section  1531(5)  of  the  Act 
requires  that  this  Index  be  one  that  is 
developed  or  maintained  by  the 
Department  of  Commerce.  The  Secretary 
recognizes  that  the  Department  of 
Commerce  does  not  maintain  an  index 
for  adjusting  operating  costs.  However, 
the  Secretary  has  decided  to  use  the 
Department  of  Commerce  Composite 
Construction  Cost  Index  until  section 
1531(5)  is  amended  to  eliminate  this 
requirement  or  until  a  more  appropriate 
Department  of  Commerce  index  is 
available.  If  section  1531(5)  is  amended 
to  delete  the  requirement  that  the  index 
be  from  the  Department  of  Commerce, 
the  Secretary  intends  to  adopt  the 
Department  of  Health  and  Human 
Services’  National  Hospital  Input  Price 
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Index  because  the  Secretary  believes  it 
best  reflects  the  rate  of  change  for 
hospital  operating  costs. 

One  commenter  questioned  the 
exclusion  of  Christian  Science 
sanatoriums  under  certificate  of  need. 
The  Secretary  has  chosen  to  retain  this 
exclusion,  which  has  been  a  program 
requirement  since  certificate  of  need 
regulations  were  first  published  in  1977. 
Although  Christian  Science  sanatoriums 
are  excluded  from  the  definition  of  a 
“health  care  facility”,  States  are  free  to 
exceed  the  minimum  coverage  in  this 
area,  and  to  require  the  review  of 
activities  of  Christian  Science 
sanatoriums. 

A  number  of  commenters  suggested 
that  the  definition  of  “health  care 
facility"  be  expanded  to  include  any 
facility  that  provides  specialized  health 
services,  such  as  home  health  agencies; 
freestanding  emergency  rooms;  mental 
health,  alcoholism,  and  drug  abuse 
facilities;  birthing  centers;  hospices; 
medically-oriented  day  care  centers; 
and  primary  care  clinics.  The  Secretary 
has  decided  to  include  only  those 
facilities  specified  in  section  1531(5)  of 
the  Act  and  in  the  previous  certificate  of 
need  regulation  dated  April  2, 1979.  The 
Secretary  notes  that  some  of  these 
facilities  may  be  included  under  the 
definition  of  one  of  the  health  care 
facilities  defined  in  the  regulations,  such 
as  an  intermediate  care  facility  or  an 
ambulatory  surgical  facility.  States  may 
require  reviews  of  proposals  by  other 
facilities  if  they  wish  to  do  so  (with 
limitations  on  reviews  of  HMOs,  as 
specified  in  §  123.405). 

One  commenter  suggested  that  the 
definitions  of  “skilled  nursing  facility” 
and  “intermediate  care  facility”  be 
made  consistent  with  sections  1861(j) 
and  1905(c)  of  the  Social  Security  Act. 

To  ensure  comprehensive  coverage  of 
all  skilled  nursing  facilities,  the 
Secretary  has  decided  not  to  accept  this 
recommendation  because  Section  186l(j) 
limits  its  definition  to  an  institution 
“which  has  in  effect  a  transfer 
agreement  with  one  or  more  hospitals." 
The  Secretary  notes  that  the  definition 
of  intermediate  care  facilities  in  this 
regulation  is  substantially  the  same  as 
the  definition  in  section  1905(c).  The 
Secretary  has  not  accepted  the  proposed 
limitation  because  it  would  exclude 
from  coverage  facilities  that  are  not 
licensed  by  the  State. 

Another  commenter  questioned 
whether  inpatient  intermediate  care 
facilities  for  the  developmentally 
disabled  were  subject  to  review.  In 
general,  facilities  for  the 
developmentally  disabled  and  the 
mentally  retarded  are  subject  to 
certificate  of  need  review  only  if  they 


fall  within  the  definition  of  “health  care 
facility"  listed  in  §123.401.  Thus,  an 
inpatient  rehabilitation  facility  for  the 
developmentally  disabled  would  be 
subject  to  review,  whereas  a  day  care 
center  which  serves  developmentally 
disabled  persons  would  not  be  subject 
to  review. 

One  commenter  noted  that  the 
definition  of  rehabilitation  facility  in  the 
proposed  regulations  differed  from  the 
definition  in  the  Act.  The  Secretary  has 
deleted  the  word  “health”  from  the 
proposed  definition,  .thus  making  it  the 
same  as  the  statutory  definition. 

Many  commenters  suggested  that  the 
definition  of  “ambulatory,  surgical 
facility"  be  clarified  to  specify  that  all 
ambulatory  surgical  facilities  are  subject 
to  review,  whether  or  not  these  facilities 
are  associated  with  a  hospital.  The 
Secretary  has  not  accepted  this  change 
because  it  is  unnecessary.  Any 
reviewable  activity  of  an  ambulatory 
surgical  facility  that  is  part  of  a  hospital 
would  be  subject  to  review  as  a  capital 
expenditure  or  as  a  new  health  service 
offered  by  or  on  behalf  of  the  hospital. 

Several  commenters  requested  the 
rationale  for  covering  freestanding 
surgical  facilities.  Because  surgical  costs 
are  a  major  component  of  health  care 
costs,  the  Secretary  believes  that  certain 
activities  undertaken  by  any  entity 
offering  surgical  services  (whether  on  an 
ambulatory  or  inpatient  basis)  should  be 
subject  to  review.  To  cover  surgical 
services  in  one  setting  and  not  the  other 
would  substantially  diminish  a  State’s 
ability  to  limit  the  offering  of  surgical 
services  to  those  that  are  needed. 

A  number  of  other  commenters 
suggested  that  the  offering  of  surgery  in 
a  physician's  office  should  be  subject  to 
certificate  of  need  review  if  that 
physician  extends  surgical  privileges  in 
his  office  to  other  physicians  in  the 
community.  To  review  these  activities 
for  every  physician's  office  that  meets 
this  condition  would  be  unreasonable 
given  that  only  a  small  portion  of  the 
services  offered  by  the  office  may  be 
surgical.  For  this  reason,  the  Secretary 
has  not  adopted  this  suggestion.  States 
may,  of  course,  exceed  the  minimum 
requirements  of  these  regulations  and 
cover  physicians’  offices  if  they  believe 
there  is  reason  to  do  so. 

In  reference  to  the  definition  of  the 
term  “health  maintenance  organization” 
(HMO),  one  respondent  suggested  that 
HMOs  not  qualified  under  section 
1310(d)  of  the  amended  Act  ought  to 
apply  to  the  appropriate  State  Agency  to 
determine  if  they  meet  the  proposed 
definition  of  an  HMO.  The  Secretary 
believes  that  this  is  unnecessary.  Each 
State  Agency  is  responsible  for  deciding 
which  entities  are  subject  to  review 


under  its  certificate  of  need  program  and 
which  entities  are  entitled  to  review 
under  the  special  provisions  of  these 
regulations  regarding  HMOs. 

Although  most  respondents  supported 
the  basic  definition  of  “health  services,” 
several  said  the  definition  was  too 
vague  because  the  specific  clinical 
services  that,  if  added  or  deleted,  would 
result  in  a  “substantial  change  in 
services”  are  not  named.  The  Secretary 
has  decided  to  leave  the  determination 
of  specific  clinical  services  to  the  States 
because  each  State  should  have  the 
flexibility  to  specify  these  services. 

Many  persons  commented  on  the 
specific  inclusion  of  diagnostic 
radiological  health  services.  Some 
argued  that  the  distinction  between 
fixed  and  mobile  head  and  body 
computerized  tomographic  (CT) 
scanning  equipment  is  artificial.  The 
Secretary  has  decided  that  specific 
reference  to  one  service,  such  as 
diagnostic  radiological  health  services, 
need  not  be  included  in  the  general 
definition  of  a  health  service  and  has 
deleted  all  reference  to  this  service  in 
the  definition.  Thus,  each  State  may 
determine  whether  fixed  and  mobile  or 
head  and  body  CT  scanners  provide 
different  services.  The  Secretary  points 
out  that  the  acquisition  of  most  CT 
scanning  equipment  will  be  subject  to 
certificate  of  need  review  as  an 
obligation  of  a  capital  expenditure 
which  exceeds  the  expenditure 
maximum,  the  offering  of  a  new 
institutional  health  service,  or  the 
acquisition  of  major  medical  equipment. 

One  commenter  suggested  that  the 
Department  clarify  the  definition  of 
“major  medical  equipment”  so  that 
single  pieces  of  totally  unrelated 
diagnostic  or  therapeutic  equipment 
which  individually  are  valued  at  less 
than  $150,000  not  be  subject  to 
certificate  of  need  review.  The  Secretary 
agrees  that  only  single  units  or 
functionally-related  units  of  equipment 
costing  more  than  $150,000  should  be 
included  under  the  definition  of  major 
medical  equipment  and  has  accordingly 
revised  this  definition. 

§§  122.303  and  123.403  General. 

Several  commenters  were  concerned 
with  the  requirement  at  §  123.403(d)  that 
each  decision  to  issue  a  certificate  of 
need  be  consistent  with  the  State  health 
plan;  some  suggested  that  under  the 
current  language  an  application  not 
covered  in  the  State  health  plan  would 
have  to  be  defied  and  that  the  use  of  the 
term  “must  not  be  inconsistent  with" 
would  allow  more  flexibility  for 
consideration  of  an  application  on  its 
individual  merit  even  though  it  is  not 
specifically  identified  in  the  plan.  Others 
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pointed  out  that  the  State  health  plan 
could  conflict  with  health  systems  plans, 
which  are  updated  or  revised  more  often 
and  tend  to  be  more  specific. 

The  language  in  the  regulation  does 
not  require  that  a  proposed  project 
which  is  not  discussed  in  the  applicable 
State  health  plan  be  considered 
inconsistent  with  the  State  health  plan. 
Thus,  a  certificate  of  need  application 
need  not  be  denied  solely  because  the 
service  or  equipment  under  review  is 
not  specifically  referred  to  in  the  plan; 
rather,  the  issue  is  whether  the  proposal 
is  consistent  with  what  the  State  health 
plan  does  provide. 

The  Department  recognizes  that  there 
may  at  times  be  inconsistencies 
between  the  State  health  plan  and 
health  systems  plans.  Some  time  may 
pass  between  the  adoption  or  revision  of 
a  health  systems  plan  and  adoption  or 
revision  of  a  State  health  plan,  and  also 
between  the  adoption  or  revision  of  a 
State  health  plan  and  conforming 
revisions  in  a  health  systems  plan. 

During  these  times,  the  two  plans  may 
be  inconsistent.  However,  under  section 
1527(a)(5)  of  the  Act,  certificate  of  need 
decisions  are  required  to  be  consistent 
with  the  State  health  plan. 

Under  §  123.403(d),  a  certificate  of 
need  decision  need  not  be  consistent 
with  the  State  health  plan  in  “emergency 
circumstances  that  pose  an  imminent 
threat  to  public  health.”  The  Secretary 
notes  that  emergency  circumstances  that 
pose  a  threat  to  the  public  health  are 
situations  which  threaten  the  safety  of 
patients  or  impair  the  ability  of  the 
facility  to  operate.  Examples  include 
situations  in  which  the  facility  has  been 
substantially  damaged  by  a  fire,  storm 
or  other  disaster,  or  in  which  the 
services  of  the  facility  have  been 
impaired  as  a  result  of  the  breakdown  of 
vital  equipment  (such  as  a  boiler). 

Section  123.403(e)  requires  that  the 
State  Agency’s  decision  be  based  on  the 
record  of  administrative  proceedings 
held  on  the  application.  Several 
commenters  asked  that  this  provision  be 
clarified.  Administrative  proceedings 
include  the  public  hearing  of 
§  123.410(a)(8)  and  the  reconsideration 
hearing  of  §  123.410(a)(ll),  if  requested. 
Further,  health  systems  agency 
recommendations  and  any  other 
documents  submitted  in  connection  with 
the  application  are  part  of  the  record  of 
administrative  proceedings.  If  the  health 
systems  agency  holds  a  hearing  on 
behalf  of  the  State  Agency,  the  records 
of  this  proceeding  are  also  part  of  the 
administrative  record. 


§  123.404  Scope  of  certificate  of  need  review 
programs. 

One  commenter  stated  that  the 
proposed  regulations  leave  too  much 
discretionary  power  to  the  States,  and 
recommended  that  State  discretion  be 
limited  to  the  maximum  extent  possible. 
The  Secretary  has  not  accepted  this 
recommendation.  The  focus  of 
certificate  of  need  programs  has  always 
been  and  should  continue  to  be  at  the 
State  level.  The  appropriate  Federal  role 
is  to  establish  basic  minimum 
requirements  for  State  certificate  of 
need  programs  and  to  leave  to  States  the 
discretion  to  exceed  these  requirements 
where  they  conclude  it  is  appropriate. 

The  Secretary  notes  that  the  Act 
specifies  two  areas  where  States  may 
not  exceed  the  requirements  of  the 
statute.  First,  section  1527(e)(1)(B)  of  the 
Act  provides  that  States  may  not 
expand  their  coverage  of  major  medical 
equipment  after  September  30, 1982  (see 
§  123.404(a)(4)(ii)).  Second,  with  respect 
to  certain  HMOs  and  certain  HMO 
facilities,  section  1527(b)  limits  this 
coverage  and  section  1527(b)(1)  states 
conditions  which,  if  met,  require  the 
State  to  exempt  a  project  from  review 
(see  §  123.405).  In  all  other  areas,  States 
may  exceed  the  minimum  requirements 
established  by  the  Department  in  the 
amended  certificate  of  need  regulations. 

Research  and  Training  Activities. 
Based  on  the  comments  submitted,  the 
Department  has  clarified  the  coverage  of 
research  and  training  activities.  It  has 
done  so  by  revising  the  definition  of 
“major  medical  equipment”  and  by 
adding  two  explanatory  notes  to  the  text 
of  the  regulations. 

The  Secretary  notes  that  three  basic 
activities  are  subject  to  certificate  of 
need  review:  (1)  acquistion  of  major 
medical  equipment  (§  123.404(a)(4)),  (2) 
the  offering  of  a  new  health  service 
(§  123.404(a)(3)(H))  by  or  on  behalf  of  a 
health  care  facility,  and  (3)  obligations 
for  certain  capital  expenditures  by  or  on 
behalf  of  a  health  care  facility 
{§  123.404(a)  (1),  (2),  and  (3)(i)).  Research 
activities  that  do  not  involve  the 
provision  of  services  would  not  involve 
major  medical  equipment  or  new  health 
services.  Therefore,  these  activities 
would  be  reviewable  only  if  they  satisfy 
the  capital  expenditure  threshold,  which 
states  that  the  capital  expenditure  must 
be  “by  or  on  behalf  of’  a  health  care 
facility.  If  these  research  activities  are 
undertaken  by  an  entity  which  is  legally 
separate  from  a  health  care  facility  and 
which  does  not  meet  the  definition  of  a 
health  care  facility,  these  activities 
would  not  be  considered  “by”  a  health 
care  facility.  As  long  as  these  research 
activities  are  not  considered  to  be  “on 
behalf  of’  a  health  care  facility,  the 


activities  by  this  distinct  entity  would 
not  be  subject  to  review. 

A  separate  question  arises,  however, 
when  the  research  and  training 
activities  are  carried  out  within  the 
9ame  legal  entity  as  the  hospital.  In  one 
case,  there  may  be  a  situation  in  which 
one  legal  entity,  such  as  a  university, 
includes,  for  example,  three  distinct 
health-related  components:  a  hospital,  a 
medical  school,  and  a  biomedical 
research  component.  In  a  second  case, 
there  may  be  a  legal  entity  whose 
primary  activity  is  operating  a  hospital, 
but  which  also  operates  a  research 
component  and  a  physicians’  office 
building  as  distinct  components.  In  these 
cases,  States  are  not  required  to  regard 
all  of  the  activities  of  the  larger  entity 
and  its  various  components  as  being 
subject  to  review  in  accordance  with 
these  regulations.  Rather,  it  is  the 
responsibility  of  State  Agencies  to 
decide  whether  the  activities  of  the 
larger  entity  or  its  components  are 
considered  to  be  “by”  a  health  care 
facility.  If  a  research  component  is  not 
engaged  in  providing  health  services  to 
inpatients,  and  does  not  use  revenues 
derived  from  patient  charges  to  finance 
its  operations,  a  State  Agency  might 
conclude  that  the  activities  of  the 
research  component  are  not  “by”  a 
health  care  facility. 

For  example,  in  the  first  case 
described,  if  the  medical  school  were  to 
make  a  capital  expenditure  for 
renovations,  the  expenditure  would  not 
have  to  be  considered  “by”  a  health 
care  facility.  If  this  expenditure  is  not 
“on  behalf  of  the  hospital,  the  capital 
expenditure  would  not  be  subject  to 
review  under  the  capital  expenditure 
threshold  (§  123.404(a)(1)).  In  the  second 
case,  should  the  legal  entity  make  a 
capital  expenditure  to  expand  the  power 
plant  of  the  physicians’  office  building,  it 
need  not  be  reViewable.  Both  of  these 
examples  assume  that  the  component  at 
issue  does  not  provide  health  services  to 
inpatients  and  that  the  revenues  derived 
from  patient  charges  do  not  subsidize 
the  component’s  operations. 

The  acquistion  of  major  medical 
equipment,  however,  may  involve  a 
more  complex  analysis.  However,  it 
should  be  noted,  first,  that  the  definition 
of  “major  medical  equipment”  in 
§  123.401  states  that  the  equipment  must 
be  "  *  *  *  used  to  provide  medical  and 
other  health  services.  *  *  *  ”  Thus, 
equipment  used  solely  for  research  with 
non-humans,  or  equipment  used,  for 
example,  to  conduct  research  on  human 
tissues  with  no  provision  of  medical 
care  as  part  of  the  research,  need  not  be 
required  to  be  subject  to  review  under 
§  123.404(a)(4),  although  if  it  were 
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acquired  by  the  hospital  component  of 
the  institution  through  a  capital 
expenditure  exceeding  the  expenditure 
minimum,  it  would  be  required  to  be 
subject  to  review  under  §  123.404(a)(1). 
The  Department  has  revised  the 
definition  of  this  term  accordingly. 
However,  if  the  equipment  meets  the 
definition  of  “major  medical  equipment” 
and  is  to  be  used  to  provide  services  to 
inpatients  of  the  hospital,  then  it  is 
required  to  be  subject  to  review  even  if 
it  is  being  acquired  by  the  medical 
school  or  research  facility  component. 

State  Agencies  should  also  be  alert  to 
changes  in  the  use  of  major  medical 
equipment  the  acquisition  of  which 
previously  was  not  subject  to  review. 
Should  that  equipment  later  be 
converted  to  be  used  for  providing 
services  to  inpatients  of  a  hospital,  that 
new  use  would  be  subject  to  review 
under  §  123.404(d),  “Subsequent 
reviews." 

The  Secretary  emphasizes  that  the 
Department  will  closely  monitor  and 
evaluate  the  planning  agencies' 
determinations  of  which  activities  of 
components  of  a  health-related 
institution  or  larger  legal  entity  are  not 
being  reviewed.  Should  the  Department 
conclude  that  the  agencies  are 
inappropriately  exempting  from  review 
activities  which  should  be  reviewed,  this 
will  be  a  factor  in  the  assessment  of  the 
agencies’  performance  for  purposes  of 
renewing  their  designation  agreements 
under  section  1521  of  the  Act. 

To  the  extent  that  any  research  or 
training  activity  is  required  to  be  subject 
to  review  under  §  123.404,  it  would,  of 
course,  be  reviewed  under  criteria 
developed  in  accordance  with  these 
regulations.  These  criteria  would  include 
criteria  based  on  the  considerations  in 
§  123.412,  and  in  particular  those  at 
§  123.412(a)(10)  relating  to  the  clinical 
needs  of  health  professional  training 
programs,  §  123.412(a)(12)  relating  to  the 
special  needs  and  circumstances  of 
entities  serving  individuals  outside  of 
the  health  service  area,  and 
§  123.412(a)(14)  relating  to  the  special 
needs  and  circumstances  of  biomedical 
and  behavioral  research  projects. 

One  commenter  recommended  that 
mergers,  management  transfers  and 
relocations  of  health  care  facilities  be 
required  to  be  subject  to  certificate  of 
need  review.  The  Secretary  has 
determined  that  these  activities  are 
required  to  be  reviewed  only  to  the 
extent  that  they  are  covered  under 
§  123.404(a). 

Another  commentor  suggested  that 
the  Secretary  clarify  in  the  regulations 
that  the  construction,  development  or 
other  establishment  of  a  new  health  care 
facility  is  required  to  be  subject  to 


certificate  of  need  review.  These 
suggestions  cannot  be  accepted  because 
there  is  no  basis  in  the  statute  for 
covering  these  activities  unless  they 
result  in  an  activity  which  is  described 
at  §  123.404  of  the  Federal  regulations. 
The  Secretary  notes  that  in  most  cases, 
the  establishment  of  a  new  health  care 
facility  or  relocation  of  an  existing 
health  care  facility  will  be  associated 
with  a  capital  expenditure  which 
exceeds  the  expenditure  minimum,  or 
which  results  in  the  addition  of  a  new 
service. 

The  Department  addresses  below 
comments  on  specific  issues  within 
§  123.404. 

(A)  Capital  Expenditures  that  Exceed 
the  Expenditure  Minimum 
(§  123.404(a)(1)).  Capital  expenditures 
by  or  on  behalf  of  a  health  care  facility 
which  exceed  the  expenditure  minimum 
are  required  to  be  subject  to  certificate 
of  need  review.  One  commenter  has 
requested  clarification  of  the  term  “by  • 
or  on  behalf  of."  The  term  includes 
capital  expenditures  made  by  the 
facility  itself,  as  well  as  capital 
expenditures  made  by  other  persons 
which  assist  the  facility  in  offering 
services  to  its  patients.  For  example,  if  a 
private  physician  who  is  leasing  office 
space  from  a  hospital  plans  to  obligate  a 
capital  expenditure  which  exceeds  the 
expenditure  minimum,  and  this 
expenditure  will  result  in  the  provision 
of  services  to  patients  of  the  facility,  . 
then  that  expenditure  would  be 
considered  “on  behalf  of'  the  facility 
and  would  be  required  to  be  reviewed. 
The  Secretary  notes  that,  with  respect  to 
acquisitions  of  major  medical 
equipment,  all  equipment  which  will  be 
“located  in”  a  health  care  facility  is 
required  to  be  reviewed,  regardless  of 
whether  the  equipment  will  be  owned 
by  the  facility  or  by  persons  who  lease 
space  within  the  facility. 

The  Secretary  has  clarified  the  term 
“cost"  when  used  in  connection  with 
capital  expenditures  based  on 
Congressional  intent  as  derived  from  the 
legislative  history  (See  H.R.  Rep.  No. 

190,  96th  Cong.,  1st  Sess.,  p.  75  (1979) 
and  S.  Rep.  No.  96,  96th  Cong.,  1st  Sess., 
p.  74  (1979).)  The  capital  expenditure 
threshold  includes  the  value  of  all 
preliminary  work  even  if  the  work  is 
done  by  the  applicant  without 
purchasing  those  services  from  an 
outside  source. 

One  commenter  requested 
clarification  regarding  the  requirement 
at  §  123.404(a)(1)  that  the  cost  of  plans 
be  included  in  determining  whether  an 
expenditure  exceeds  the  expenditure 
minimum.  The  term  “plans"  refers  to  the 
institution’s  architectural  and  other 
specific  plans  for  a  proposed 


expenditure.  General  long-range 
planning  by  a  health  care  facility  is  not 
discouraged,  and  is  not  included  in 
determining  jf  an  expenditure  exceeds 
the  expenditure  minimum. 

(B)  Bed  Capacity  (§  123.404(a)(2)). 
Several  commenters  objected  to  the 
proposed  requirement  at  §  123.404(a)(2) 
that  certain  reductions  in  the  total  bed 
capacity  of  a  health  care  facility  be 
required  to  be  subject  to  certificate  of 
need  review.  The  amended  Act  requires 
a  certificate  of  need  for  a  capital 
expenditure  which  “substantially 
changes”  the  bed  capacity  of  a  health 
care  facility.  The  Secretary  believes  this 
applies  to  decreases  as  well  as 
increases  in  total  bed  capacity.  By 
requiring  that  substantial  decreases  in 
total  bed  capacity  be  subject  to 
certificate  of  need  review,  the 
Department  intends  that  beds  in  health 
care  facilities  will  be  eliminated  only  if 
they  are  not  needed,  or  if  reasonable 
alternatives  for  providing  care, 
especially  to  the  medically  underserved, 
are  in  place.  The  Secretary  recognizes 
that  there  may  be  instances  where  quick 
bed  reductions  are  necessitated  by 
licensing  requirements  or  bankruptcy.  In 
these  instances,  the  Secretary 
encourages  States  to  conduct  expedited 
reviews  (which  may  require  obtaining 
an  exception,  under  §  123.411,  to 
required  procedures). 

A  few  commenters  asked  that  the 
redistribution  of  beds  among  various 
categories  not  be  required  to  be  subject 
to  certificate  of  need  review,  since 
redistributions  will  not  increase  the 
overall  supply  of  beds.  The  Secretary 
has  not  accepted  this  recommendation, 
because  substantial  redistributions  of 
beds  may  affect  the  delivery  and  cost  of 
health  services. 

Many  commenters  disagreed  with  the 
definition  of  a  “substantial  change  in 
bed  capacity”  as  changes  of  ten  beds  or 
ten  percent  of  the  total  bed  capacity, 
whichever  is  less,  over  a  two-year 
period.  While  some  commenters  stated 
the  requirement  should  be  more 
stringent,  covering  all  changes  in  bed 
capacity,  others  said  that  the 
requirement  should  be  less  stringent, 
arguing  that  changes  of  only  ten  beds  or 
ten  percent  do  not  warrant  review.  After 
considering  all  of  the  above  comments, 
the  Secretary  has  decided  to  retain  the 
proposed  provision,  which  was  included 
in  the  Department’s  previous 
regulations.  The  Secretary  has 
concluded  that  the  current  requirement 
is  reasonable,  but  reminds  States  that 
they  are  free  to  require  review  of  bed 
changes  beyond  those  required  by  the 
Federal  regulations. 

Two  commenters  suggested  that  the 
regulations  be  revised  to  require  a 
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certificate  of  need  prior  to  changes  in 
the  licensed  number  of  beds  (rather  than 
the  total  number  of  beds).  However, 
since  individual  States  have  different 
licensing  requirements,  and  not  all  beds 
in  each  State  are  necessarily  licensed, 
the  Secretary  has  decided  to  not  to 
accept  this  suggestion. 

One  commenter  recommended  that 
renal  dialysis  stations  not  be  considered 
beds  for  purposes  of  certificate  of  need. 
As  with  the  previous  certificate  of  need 
regulations,  each  State  should  determine 
whether  to  include  renal  dialysis 
stations  in  the  definition  of  a  “bed". 
Further,  the  Secretary  notes  that  even  if 
a  State  does  not  define  a  "bed”  to 
include  renal  dialysis  stations,  the 
addition  or  termination  of  renal  dialysis 
stations  may  be  required  to  be  reviewed 
under  §  123.404(a)(3)  as  the  addition  or 
termination  of  a  “health  service.” 

(C)  Health  Services.  (§  123.404(a)(3)). 
Many  commenters  objected  to  the 
proposed  requirement  that  capital 
expenditures  which  result  in  the 
termination  of  a  health  service  be 
subject  to  certificate  of  need  review. 
Sections  1527  and  1531(6)  of  the  Act 
require  a  certificate  of  need  for  a  capital 
expenditure  which  “substantially 
changes  the  services"  of  a  health  care 
facility.  The  Secretary  has  decided  that 
this  language  applies  to  terminations,  as 
well  as  additions,  of  health  services. 
Defining  a  "substantial  change”  to 
include  terminations  of  health  services 
will  permit  State  Agencies  to  conduct 
reviews  with  the  goal  of  retaining  the 
availability  and  accessibility  of  existing 
health  services,  especially  to  the  poor 
and  the  medically  underserved. 

Several  commenters  requested  that 
increases  and  reductions  in  health 
services,  as  well  as  additions  and 
terminations,  be  required  to  be  subject 
to  certificate  of  need  review  under 
§  123.404(a)(3).  The  Department  has  not 
adopted  this  suggestion  because  of  the 
problems  in  administering  such  a 
requirement.  First,  it  is  difficult  to 
distinguish  a  conscious  decision  to 
increase  or  decrease  a  health  service 
from  those  increases  or  reductions  that 
are  due  to  seasonal  variations  or 
changing  usage  patterns  within  the 
facility.  Additionally,  it  is  frequently 
difficult  to  measure  incremental  changes 
in  a  health  service.  An  increase  or 
decrease  in  a  health  service  may  be 
measured  by  a  change  in  the  number  of 
patients,  a  change  in  the  number  of 
personnel,  a  change  in  annual  operating 
costs,  or  perhaps  by  some  other 
indicator.  The  Secretary  notes  that 
although  increases  and  reductions  in 
services  are  not  explicitly  required  to  be 
subject  to  certificate  of  need  review, 


those  increases  and  reductions  which 
are  associated  with  a  bed  change  of  ten 
beds  or  ten  percent  over  a  two-year 
period  are  required  to  be  reviewed 
under  §  123.404(a)(2).  Finally,  States  are 
free  to  exceed  the  requirements  of  the 
Federal  regulations  and  specify  in  their 
State  programs  that  increases  and 
reductions  in  health  services  are 
required  to  be  subject  to  certificate  of 
need  review. 

Several  commenters  requested  that 
the  addition  of  a  health  service  not  be 
subject  to  certificate  of  need  review  if  it 
represents  only  a  technological  or 
scientific  improvement  of  a  health 
service  currently  being  offered  in  the 
facility.  The  Secretary  would  like  to 
clarify  that  under  §  123.404(a)(3)  (i)(A) 
and  (ii),  additions  to  existing  services 
are  not  required  to  be  reviewed.  A  State 
is  not  required  to  review  under  this 
service  threshold  an  improvement  to  a 
service  already  being  offered  in  a  health 
care  facility.  On  the  other  hand,  a 
technological  improvement,  the  addition 
of  which  would  be  considered  a  new 
service,  would  be  subject  to  review  if  a 
capital  expenditure  was  associated  with 
it  or  the  expenditure  minimum  for 
operating  costs  was  met. 

Several  commenters  recommended 
that  §  123.404(a)(3)(i)  of  the  regulations 
be  revised  to  refer  to  capital 
expenditures  “associated  with”  the 
addition  or  termination  of  a  health 
service,  rather  than  capital  expenditures 
"which  result  in”  the  addition  or 
termination.  Frequently,  a  service  is 
terminated  before  the  capital 
expenditure  is  obligated.  In  this  case, 
there  is  some  question  whether  the 
expenditure  "results  in”  a  change  of 
service.  To  avoid  this  ambiguity,  this 
suggestion  has  been  accepted.  Thus,  it  is 
clear  under  the  revised  language  that  if 
a  termination  is  associated  with  a 
capital  expenditure,  it  is  required  to  be 
subject  to  certificate  of  need  review, 
regardless  of  whether  the  capital 
expenditure  will  be  obligated  before  or 
after  the  termination. 

Several  commenters  submitted 
questions  concerning  the  meaning  of 
"health  services  *  *  *  offered  in  or 
through"  a  health  care  facility  (at 
§  123.404(a)(3)).  One  commenter 
suggested  removal  of  the  term  “in,” 
stating  that  health  services  offered  by 
physicians  who  lease  office  space  in  a 
health  care  facility  should  not  be 
required  to  be  reviewed.  Because  of  the 
confusion  that  arose  from  the  use  or  the 
term  “on  or  through”,  the  Department 
has  revised  this  section  to  use  instead 
the  term  “by  or  on  behalf  of”.  In  the 
Department’s  view,  use  of  this  term 
subjects  to  review  those  services  which 


properly  should  be  reviewed:  services 
offered  by  a  health  care  facility  or  on  its 
behalf.  Thus,  services  of  a  physician 
would  not  be  subject  to  review  merely 
because  the  physician  provided  those 
services  in  space  leased  within  a 
hospital.  However,  if  these  services  are 
offered  to  inpatients  of  the  hospital,  then 
the  services  would  be  offered  on  behalf 
of  the  hospital,  and  the  State  Agency 
would  determine  whether  they  meet  the 
service  threshold  of  $  123.404(a)(3). 

(D)  Major  Medical  Equipment 
(§  123.404(a)(4)).  Many  commenters 
questioned  the  exemption  for  major 
medical  equipment  used  to  provide 
inpatient  services  only  on  an 
“occasional  and  irregular”  basis. 

Several  respondents  suggested  that 
there  be  no  exceptions  to  the 
requirement,  based  on  section  1527(e)  of 
the  amended  Act,  that  major  medical 
equipment  which  will  provide  services 
to  inpatients  of  a  hospital  be  required  to 
be  subject  to  certificate  of  need  review. 
Others  recommended  that  the 
regulations  be  revised  to  specify  that  a 
certificate  of  need  is  not  needed  if  the 
equipment  will  only  be  used  for 
inpatients  of  a  hospital  in  “emergency" 
situatons.  Finally,  a  few  commenters 
said  that  the  term  “occasional  and 
irregular”  is  open  to  misuse  and  should 
be  further  defined  or  elaborated  on  in 
the  final  regulations. 

Having  considered  the  above 
comments,  the  Secretary  has  revised  the 
regulations  to  specify  that  a  certificate 
of  need  will  not  be  required  if  the  major 
medical  equipment  will  be  used  to 
provide  services  to  inpatients  only  “on  a 
temporary  basis  in  the  case  of  natural 
disaster,  major  accident,  or  equipment 
failure.”  The  Secretary  believes  it  is 
unreasonable  to  require  a  certificate  on 
need  for  major  medical  equipment 
which  will  serve  inpatients  only  in  the 
extreme  circumstances  listed  above,  and 
is  therefore  unwilling  to  eliminate  this 
exception  entirely,  as  some  commenters 
recommended. 

Section  123.404(a)(4)(i)  of  the 
regulations  states  that  major  medical 
equipment  “owned  by  or  located  in"  a 
health  care  facility  is  required  to  be 
subject  to  certificate  of  need  review. 

One  commenter  asked  for  clarification 
as  to  whether  this  applies  to  a  physician 
who  is  leasing  space  from  a  hospital, 
either  within  the  facility  itself  or  in  a 
hospital-owned  office  building.  Major 
medical  equipment  acquired  by  a 
physician  who  leases  space  within  a 
health  care  facility  is  required  to  be 
subject  to  certificate  of  need  review, 
because  the  equipment  will  be  located 
in  the  health  care  facility.  However, 
equipment  acquired  by  a  physician  in  a 
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hospital-owned  office  building  is  only 
required  to  be  subject  to  certificate  of 
need  review  under  this  threshold  if  the 
equipment  will  be  used  to  serve 
inpatients  of  a  hospital. 

When  any  person  proposes  to  acquire 
major  medical  equipment  (not  owned  by 
or  located  in  a  health  care  facility), 
whether  or  not  that  person  intends  that 
the  equipment  will  serve  inpatients  of  a 
hospital,  that  person  must  submit  a 
notice  of  intent  under  §  123.406(a)  to  the 
State  Agency  and  the  appropriate  health 
systems  agency. 

The  Secretary  has  clarified  the  term 
“cost”  when  used  in  relation  to  the 
acquisition  of  major  medical  equipment 
to  cover  situations  involving  trade-ins, 
donations,  or  other  transfers  in  which 
medical  equipment  is  acquired  for  less 
than  fair  market  value,  but  would  have 
required  review  if  acquired  at  fair 
market  value.  In  this  case,  if  a  facility 
trades  in  a  head  scanner  with  a  value  of 
$150,000  for  a  body  scanner  with  a  value 
of  $280,000  and  the  facility  spends  only 
$130,000,  the  acquisition  is  still 
reviewable  based  on  the  fair  market 
value  of  the  new  equipment. 

For  the  discussion  of  the  coverage 
provisions  relating  to  the  acquisition  of 
major  medical  equipment  for  research 
purposes,  see  the  “Research  and 
Training  Activities”  section  above. 

(E)  Acquisitions  of  Health  Care 
Facilities  (§  123.404(a)(5)).  The 
obligation  by  any  person  of  a  capital 
expenditure  to  acquire  an  existing 
health  care  facility  is  required  to  be 
subject  to  review  if  a  notice  of  intent  is 
not  submitted  or  if  the  acquisition  will 
result  in  a  change  in  the  services  or  bed 
capacity  of  the  facility  to  be  acquired. 
One  commenter  asked  whether  the 
whole  transaction  is  reviewable,  or  just 
the  change  in  services  or  bed  capacity. 
Under  section  1527(d)  of  the  amended 
Act  (and  §  123.404(a)(5)  of  the 
regulations),  an  obligation  of  a  capital 
expenditure  to  acquire  a  health  care 
facility  must  be  reviewed  under  the 
specified  circumstances.  This  means  the 
entire  acquisition  is  subject  to  review, 
not  just  the  change  in  services  or  bed 
capacity. 

One  commenter  recommended  that 
the  State  Agency  be  required  to  consult 
with  health  systems  agencies  prior  to 
extending  certificate  of  need  coverage  of 
acquisitions  of  health  care  facilities 
beyond  that  required  by  the  Federal 
regulations.  While  the  adoption  of 
procedures  and  criteria  by  a  State 
Agency  must  by  statute  be  done  in 
consultation  with  health  systems 
agencies,  the  Secretary  has  chosen  not 
to  adopt  this  suggestion  for  the  scope  of 
coverage  of  certificate  of  need  programs. 
The  scope  of  State  certificate  of  need 


programs  is  in  most  cases  established  in 
State  law,  and  the  Secretary  is  confident 
that  this  process  provides  ample 
opportunity  for  involvement  by 
interested  parties,  including  health 
systems  agencies.  In  those  instances 
where  the  scope  of  coverage  is 
developed  through  State  implementing 
regulations,  State  laws  governing  the 
practices  and  procedures  of 
administrative  agencies  should  provide 
ample  opportunity  for  public  comment. 

One  commenter  asked  what  happens 
if  a  State  Agency  fails  to  render  a 
decision  within  30  days  of  receiving  a 
notice  of  intent.  For  acquisitions  of 
health  care  facilities,  as  well  as  for 
acquisitions  of  major  medical 
equipment,  if  the  State  Agency  fails  to 
determine  within  30  days  that  the 
proposed  acquisition  is  subject  to 
review,  the  health  care  facility  (or  major 
medical  equipment)  may  be  acquired 
without  a  certificate  of  need.  The 
Secretary  notes  that  the  30-day  review 
period  does  not  begin  until  the  State 
Agency  receives  a  notice  containing  all 
the  information  the  State  Agency 
requires.  Receipt  of  an  incomplete  notice 
does  not  cause  the  30-day  review  period 
to  begin.  In  addition,  should  the  person 
acquiring  the  facility  in  fact  change  the 
services  or  bed  capacity  of  the  facility, 
the  change  may  be  required  to  be 
subject  to  review  under  §  123.404(d)(3),  , 
“subsequent  reviews,”  even  if  the  State 
Agency  failed  to  rule  on  the  notice  of 
intent  during  the  30-day  period. 

Acquisitions  of  existing  health  care 
facilities  may  also  be  required  to  be 
reviewed  in  accordance  with  section 
1122  of  the  Social  Security  Act.  Those 
persons  in  States  which  participate  in 
the  section  1122  review  program  should 
check  the  requirements  under  that 
program  for  review  of  acquisitions  of 
health  care  facilities. 

(F)  Leases,  Donations  and  Transfers 
(§  123.404(b)).  One  respondent 
recommended  that  in  the  case  of 
acquisitions  by  donation,  lease  or 
transfer,  State  Agencies  be  required  to 
conduct  expedited  reviews.  The 
Secretary  believes  that  each  State 
Agency  should  determine  whether  to 
conduct  expedited  reviews  for  leases, 
donations,  and  transfers.  Those  State 
Agencies  wishing  to  conduct  expedited 
reviews  in  a  manner  inconsistent  with, 
the  procedural  requirements  of  §  123.410 
must  first  receive  an  exception  under 
§  123.411  to  do  so. 

One  commenter  asked  who  should 
determine  the  "fair  market  value”  of 
equipment  acquired  by  lease,  transfer  or 
donation.  It  is  the  responsibility  of  each 
State  Agency  to  determine  coverage 
under  its  certificate  of  need  program; 
therefore,  the  State  Agency  would  be 


responsible  for  determining  the  fair 
market  value  of  such  equipment.  The 
Secretary  notes  that  an  acquisition  by 
purchase  for  less  than  fair  market  value 
must  be  reviewed  if  the  acquisition  at 
fair  market  value  would  be  subject  to 
review  under  §  123.404(a). 

(G)  Incurring  an  Obligation 

(§  123.404(c)).  The  proposed  rule  (at 
§  123.404(c))  specified  that  the  term 
“obligation,”  when  used  in  connection 
with  capital  expenditures,  includes 
“commitments  made  for  financing  a 
proposed  project.”  Several  commenters 
requested  a  more  complete  definition  of 
the  term  "obligation.”  Accordingly,  the 
Secretary  has  decided  to  define  an 
obligation  of  a  capital  expenditure  a3  it 
is  defined  in  the  regulations  governing 
section  1122  of  the  Social  Security  Act. 
The  title  of  §  123.404(c)  has  been  revised 
to  reflect  this  change.  The  Secretary 
notes  that  under  this  paragraph  a  State 
Agency  may  conclude  that  an 
“obligation”  has  not  been  incurred  when 
a  contract  is  entered  into  that  is 
conditioned  upon  issuance  of  a 
certificate  of  need.  In  all  other  instances, 
an  “obligation”  may  not  be  made  until 
after  the  issuance  of  a  certificate  of 
need. 

Many  commenters  asked  whether  a 
person  may  issue  bonds  to  raise  funds 
for  a  proposed  activity  prior  to  the 
issuance  of  a  certificate  of  need. 

Included  in  the  definition  of  an 
obligation  is  an  enforceable  contract  for 
the  “financing  of  a  capital  asset.”  If 
under  State  law  the  bond  instruments  or 
any  related  documents  that  are  used  to 
finance  the  expenditure  are  enforceable 
contracts,  an  obligation  would  be 
incurred  when  the  contract  ws  entered 
into.  As  noted  above,  an  obligation  may 
not  be  incurred  until  after  a  certificate  of 
need  is  issued. 

(H)  Subsequent  Reviews 

(§  123.404(d)).  Many  commenters 
questioned  the  proposed  requirement  at 
§  123.404(d)(1)  that  after  a  certificate  of 
need  is  issued  for  a  capital  expenditure, 
certain  changes  proposed  in  the 
approved  activity  within  one  year  after 
the  date  that  activity  is  undertaken  must 
be  reviewed. 

Several  commenters  were  opposed  to 
the  definition  of  a  “change  in  a  project.” 
Specifically,  many  commenters  stated 
that  the  term  "and  any  other  substantial 
change  to  the  project”  is  too  broad  and 
should  be  eliminated.  Others  stated  that 
a  minor  “expansion  or  reduction  of  an 
existing  health  service"  should  not  be 
required  to  be  reviewed.  The  Secretary 
agrees  with  these  comments,  and  has 
therefore  revised  the  definition  of  a 
“change  in  a  project”  to  include  “at  a 
minimum,  a  change  in  the  bed  capacity 
of  a  facility  (as  described  in 
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§  123.404(a)(2)),  and  the  addition  or 
termination  of  a  health  service."  The 
Secretary  notes,  however,  that  States 
may  exceed  this  required  coverage  and 
expand  the  definition  of  a  “change  in  a 
project"  to  include  other  changes  to  the 
project. 

Some  commenters  suggested  that  the 
one-year  period  be  extended  so  that  a 
subsequent  review  would  be  required 
"at  any  time"  that  the  facility  proposes 
to  change  an  approved  activity.  Others 
recommended  that  the  one-year  period 
be  extended  for  a  specified  period,  while 
other  commenters  said  that  there  should 
be  no  requirement  for  a  review  after 
issuance  of  a  certificate  of  need.  The 
purpose  of  this  provision  is  to  ensure 
that  when  a  facility  modifies  a 
previously  approved  capital  expenditure 
by  substantially  changing  the  bed 
capacity  or  services  associated  with  the 
approved  expenditure,  review  of  that 
change  will  be  conducted.  Under 
§  123.404(a)(2)  and  (3)(i),  certain  bed 
changes  and  additions  and  terminations 
of  services  are  required  to  be  subject  to 
review  only  if  associated  with  a  capital 
expenditure.  A  facility  might  obtain 
approval  for  a  capital  expenditure  and 
then  immediately  modify  the  approved 
project  without  a  subsequent  capital 
cost.  The  Secretary  believes  that  if  this 
subsequent  modification  (bed  or  service 
change)  is  made  within  a  short  period  of 
time  following  the  original  approval,  it  is 
reasonable  to  assume  that  the 
modification  is  "associated  with"  the 
previously  approved  capital  expenditure 
and,  as  such,  required  to  be  subject  to 
review  under  §  123.404(a)(2)  or  (3)(i). 

The  Secretary  believes  that  the  one-year 
period  is  a  reasonable  time  for  this 
presumption  to  be  in  effect.  States  may, 
of  course,  provide  for  a  longer  period.  In 
addition,  the  subsequent  review 
provision  does  not  preclude  a  State  from 
concluding  that  a  modification  made 
later  than  one  year  after  the  previously 
approved  expenditure  is  subject  to 
review  if  it  concludes  that  the 
subsequent  change  is  “associated  with" 
the  earlier  capital  expenditure. 

With  respect  to  subsequent  reviews 
associated  with  approved  capital 
expenditures,  a  few  commenters  asked 
whether  a  requirement  for  a  subsequent 
review  invalidates  a  previous  certificate 
of  need  approval.  Under  §  123.404(d)(1), 
only  proposed  changes  to  approved 
projects  are  required  to  be  subject  to 
review.  The  activity  for  which  the  initial 
approval  was  granted  need  not  be 
subject  to  review  again. 

Several  commenters  questioned  the 
authority  of  the  Secretary  to  require 
subsequent  reviews  of  acquisitions  of 
major  medical  equipment  and  existing 


health  care  facilities,  and  suggested  that 
the  Department  eliminate  §  123.404(d) 

(2)  and  (3)  from  the  final  regulations. 
These  provisions  are  necessary  to 
implement  and  administer  the  coverage 
requirements  of  sections  1527  (d)  and  (e) 
of  the  Act.  Under  sections  1527  (d)  and 
(e),  a  proposed  acquisition  must  be 
reviewed  if  it  will  result  in  certain 
activities  (i.e.,  acquisitions  of  health 
care  facilities  if  the  beds  or  services  of 
the  facility  will  be  changed;  and 
acquisitions  of  major  medical  equipment 
if  the  equipment  will  be  used  to  serve 
inpatients  of  a  hospital).  The  provision 
for  subsequent  reviews  at  §  123.404(d) 

(2)  and  (3),  by  requiring  certificate  of 
need  review  if  an  applicant  changes  a 
proposed  activity  after  filing  a  notice  of 
intent,  ensures  certificate  of  need 
coverage  of  all  those  activities 
associated  with  an  acquisition  which 
are  required  to  be  covered  under 
sections  1527  (d)  and  (e)  of  the  Act,  even 
though  they  may  be  undertaken  after  the 
notice  of  intent  was  filed. 

(I)  Refinancing  Activities.  Several 
commenters  requested  that  a  certificate 
of  need  not  be  required  for  capital 
expenditures  which  are  only  for 
refinancing  an  existing  debt.  Under 
sections  1527  and  1531(6)  of  the  Act, 
capital  expenditures  by  or  on  behalf  of 
health  care  facilities  in  excess  of  the 
expenditure  minimum  are  required  to  be 
subject  to  certificate  of  need  review. 

The  Secretary  notes  that  this 
requirement  applies  to  all  capital 
expenditures  obligated  by  or  on  behalf 
of  a  health  care  facility,  which  clearly 
include  refinancing  costs  which  would 
be  capitalized  under  generally  accepted 
accounting  principles.  Further,  the 
Secretary  notes  that  capital 
expenditures  incurred  when  a  debt  is 
refinanced  are  required  to  be  subject  to 
review  only  if  they  exceed  the 
expenditure  minimum.  In  many 
instances,  capital  costs  incurred  wrhen  a 
debt  is  refinanced  will  be  less  than  the 
expenditure  minimum  and  will  not 
require  review.  Additionally,  in  those 
cases  where  capital  expenditures 
incurred  in  refinancing  an  existing  debt 
are  in  excess  of  the  expenditure 
minimum,  and  result  in  a  net  savings  to 
the  facility,  the  Secretary  repeats  the 
suggestion  in  the  preamble  to  the 
proposed  rules  that  State  Agencies  and 
HSAs  conduct  expedited  reviews  of  the 
capital  expenditures.  This  may  require 
obtaining  an  exception,  under  §  123.411, 
to  required  procedures.  The  Secretary 
notes,  however,  that  if  the  capital 
expenditure  associated  with  refinancing 
an  existing  debt  will  include  financing  of 
new  activities,  the  State  Agency  is 
required  to  conduct  a  full  review  of  the 


new  activities  to  the  extent  that  these 
new  activities  result  in  the  “obligation  of 
capital  expenditures,  offering  of 
institutional  health  services,  or 
acquisition  of  major  medical 
equipment." 

§  §  122.305  and  123.405  Health 
maintenance  organizations. 

Most  of  the  comments  on  §  §  122.305 
and  123.405  were  simply  requests  for 
clarification.  A  number  of  commenters 
were  dissatisfied  with  the  special 
consideration  and  exemptions  for  which 
HMOs  are  eligible.  These  considerations 
and  exceptions,  however,  are  required 
by  the  1979  amendments  to  the  Act 
rather  than  the  Department’s 
interpretation  of  these  amendments  (see 
section  1527(b)  of  the  Act).  In  general, 
the  Department  has  little  latitude  in 
setting  forth  the  certificate  of  need 
requirements  for  HMOs  and  for  health 
care  facilities  controlled  by  HMOs. 

One  commenter  was  concerned  that 
the  paragraph,  “Required  coverage,"  did 
not  mirror  the  language  of  the  statute' 
precisely.  The  Secretary  believes, 
however,  that  the  requirements  as 
specified  are  consistent  with  the  statute 
with  respect  to  required  coverage  of 
HMOs.  Further,  setting  forth  the 
requirements  in  a  framework  consistent 
with  the  general  certificate  of  need 
requirements  should  make  the  program 
easier  to  administer  at  the  State  level. 

A  number  of  respondents  requested 
clarification  regarding  the  meaning  of 
the  terms  “direct  control”  and  “indirect 
control”  when  used  in  conjunction  with 
health  care  facilities  of  HMOs.  “Direct 
control”  of  a  health  care  facility  would 
occur  by  virtue  of  HMO  ownership  of 
the  facility.  As  suggested  by  the 
Conference  Committee  which  approved 
the  1979  amendments  to  the  Act, 
“indirect  control”  includes  situations  in 
which  a  majority  of  the  members  of  the 
board  of  the  hospital  corporation  are 
employees,  officers  or  directors  of  an 
HMO  or  in  which  members  of  the  board 
of  an  HMO  are  the  same  as  the 
members  of  the  board  of  the  hospital 
corporation.  (See  S.  Rep.  No.  309,  96th 
Cong.,  1st  Sess.,  p.  86  (1979).) 

Several  commenters  stated  that  the 
requirements  for  program  coverage  of 
the  acquisition  of  major  medical 
equipment  by  HMOs  were  not  explicit  in 
§  123.405.  The  certificate  of  need 
requirements  for  major  medical 
equipment  acquired  by  an  HMO  or  a 
health  care  facility  controlled  by  an 
HMO  are  the  same  as  those  specified  in 
§  123.404(a)(4)  (unless  the  project  is 
exempt  from  review  under 
§  123.405(b)(1)).  (See  example  #1  in  the 
explanatory  note  following  §  123.405(a).) 
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A  number  of  commenters  thought  the 
examples  in  the  explanatory  note  should 
become  a  part  of  the  regulations.  Since 
these  are  examples  and  not  an 
exhaustive  list  of  every  type  of  HMO 
proposal,  they  are  not  included  in  the 
regulations  themselves.  Others  stated 
that  it  is  unclear  whether  the 
establishment  of  HMOs  and  their 
ambulatory  facilities,  and  activities 
undertaken  by  these  HMOs  and 
ambulatory  facilities,  are  subject  to 
certificate  of  need  review.  In 
§  123.405(a),  coverage  is  specifically 
limited  to  activities  "undertaken  by  or 
on  behalf  of  an  inpatient  health  care 
facility”  (emphasis  added)  and  "the 
acquisition  of  major  medical  equipment 
...  to  the  extent  required  by 
§  123.404(a)(4)  and  §  123.404(d)(2)." 
States  may  not  exceed  this  required 
coverage.  Accordingly,  the  only 
outpatient  activity  of  HMOs  and  their 
ambulatory  facilities  which  is  subject  to 
certificate  of  need  review  is  the 
acquisition  of  major  medical  equipment, 
as  specified  in  §  123.404(a)(4),  and 
activities  that  are  considered  by  or  on 
behalf  of  an  inpatient  facility  (unless  the 
project  is  exempt  from  review  under 
§  123.405(b)(1)).  (See  the  examples  in  the 
explanatory  note  for  further  guidance.) 

The  Secretary  notes  that  under 
section  1527(b)  of  the  Act,  there  is  no 
basis  for  differentiating  between  fee-for- 
service  and  prepaid  components  of 
HMOs.  The  method  of  payment  for 
services  is  not  relevant  in  determining 
whether  an  activity  is  subject  to 
certificate  of  need  review  (under 
§  123.405(a))  or  eligible  for  an  exemption 
(under  §  123.405(b)).  Therefore,  if  a  fee- 
for-service  component  of  an  HMO  meets 
the  requirements  of  §  123.405(b)  of  the 
regulations,  it  must  be  granted  an 
exemption  from  certificate  of  need 
review.  With  respect  to  HMO  projects 
that  are  not  exempt  under  §  123.405(b), 
the  coverage  required  by  §  123.405(a) 
applies  equally  to  fee-for-service  and 
prepaid  components  of  HMOs.  This 
matter  is  now  explicitly  addressed  in  the 
regulations,  at  §  123.405(b)(4). 

One  commenter  stated  that 
§  123.405(b)(2)  ("Application  for 
exemption”)  did  not  make  clear  that  an 
HMO  with  an  enrollment  of  20,000  could 
receive  a  “speculative"  exemption,  i.e., 
that  the  exemption  must  be  granted  if 
enrollment  would  be  50,000  at  the  time 
the  service  at  issue  will  be  offered.  The 
Secretary  agrees,  and  has  revised 
§  123.405(b)(2)(ii)  to  make  this  point 
explicitly.  The  Secretary  notes, 
however,  that  the  applicant  must 
provide  sufficient  information  to 
demonstrate  that  the  HMO  or 
combination  of  HMOs  will  meet  the 


applicable  requirements  for  the 
exemption  at  the  time  the  service  will  be 
offered. 

Section  123.403(e)  of  the  regulations 
requires  the  State  Agency  to  grant  or 
deny  an  exemption  to  an  HMO  on  the 
basis  of  procedures  it  has  adopted  for 
this  purpose.  Many  commenters 
recommended  that  the  reviews  for 
exemptions  be  completed  by  the  State 
Agency  in  30  days,  rather  than  45  days 
as  originally  recommended  in  the 
Preamble  to  the  Notice  of  Proposed 
Rulemaking.  Although  the  State  has  the 
authority  to  prescribe  the  time  limit  for 
reviews  of  exemptions,  the  Secretary 
encourages  State  Agencies  to  expedite 
these  reviews.  Since  a  State  Agency’s 
determination  of  whether  the  applicable 
requirements  for  an  exemption  have 
been  met  will  be  a  relatively  simple 
exercise,  the  Secretary  agrees  with  the 
commenters  that  State  Agencies  should 
generally  be  able  to  complete  these 
reviews  in  no  more  than  30  days.  The 
Secretary  suggests  that  in  their 
procedures  State  Agencies  specify  a 
time  limit  (preferably  30  days  or  less)  for 
reviewing  exemption  applications. 

One  commenter  suggested  adding  a 
provision  that  State  Agencies  must 
approve  applications  for  exemptions  if 
the  applicable  conditions  have  been 
met.  Although  this  requirement  was 
implicit,  it  has  been  added  to 
§  123.405(b)(2)  to  ensure  that  State 
Agencies  do  not  base  reviews  of 
exemption  applications  on  any  other 
considerations. 

Several  commenters  addressed  the 
provision  that  a  State  Agency  shall  not 
disapprove  an  HMO-related  application 
solely  because  the  proposal  is  not 
discussed  in  applicable  plans.  This 
provision  corresponds  with  a 
requirement  specified  at  §  123.411(a)(2) 
of  the  April  2, 1979  certificate  of  need 
regulations.  The  Secretary  continues  to 
believe  that  the  fact  that  an  HMO 
proposal  is  not  discussed  in  the 
applicable  plans  is  not  a  sufficient 
reason  for  denying  the  certificate  of 
need.  Further,  the  Secretary  notes  that 
section  1527(b)(5)  of  the  Act  establishes 
special  criteria  against  which  certificate 
of  need  applications  of  HMOs  must  be 
reviewed  (see  §  123.405(d)  of  the 
regulations).  An  HMO-related 
application  must  be  approved  if  it 
satisfies  these  criteria,  regardless  of 
whether  the  proposal  is  discussed  in  the 
applicable  plans. 

One  commenter  questioned  why  the 
Department  deleted  the  section  on 
required  findings  for  HMOs  of  the  April 
2, 1979  regulations.  This  section 
(§  123.411)  has  not  been  retained 
because  of  the  statutory  restrictions  of 
the  Act  (see  section  1527(b)  of  the  Act). 


However,  certain  provisions  from 
§  123.411  of  the  April  2  regulations  have 
been  included  in  these  regulations. 
Specifically,  the  requirement  at 
§  123.411(a)(2)  of  the  April  2  regulations 
is  now  at  §  123.405(d)  (“Inclusion  in 
health  plans”)  and  the  criteria  at 
§  123.411(b)  of  the  April  2  regulations 
are  now  in  §  123.413(a)(13)  of  these 
regulations. 

%  123.406  Notice  of  intent. 

Three  commenters  recommended  that 
the  regulations  be  revised  to  provide  for 
sanctions  if  the  State  Agency  is  not 
notified  of  an  acquisition  of  major 
medical  equipment  or  an  existing  health 
care  facility.  Additional  sanctions  for 
failure  to  submit  the  notice  of  intent 
required  under  §  123.406  (a)  and  (b)  are 
not  necessary  because  the  sanctions 
required  under  §  123.408  apply.  The 
sanctions  apply  because  a  certificate  of 
need  must  be  obtained  if  a  notice  of 
intent  is  not  filed.  (See  §  123.404(a)  (4) 
and  (5).) 

One  commenter  suggested  some 
consideration  of  alternatives  to  the 
requirement  for  a  notice  of  intent  for 
construction  projects  (§  123.406(c)).  For 
example,  in  one  State  the  rules  under 
the  certificate  of  need  program  require 
submission  by  all  health  care  facilities 
of  a  three-year  plan,  providing  prior 
notice  of  potential  construction  projects, 
equipment  acquisition  and  service 
changes.  States  may  use  provisions  such 
as  the  one  cited  because  they  are 
consistent  with  the  requirement  of  the 
statute.  Accordingly,  they  should  not  be 
characterized  as  “alternatives”  to  that 
requirement. 

One  commenter  stated  that  "lead 
time”  is  necessary  for  all  projects,  and 
recommended  that  the  regulations  be 
revised  to  require  a  notice  of  intent  for 
all  certificate  of  need  applications,  not 
just  those  for  construction  projects.  A 
State  may  adopt  such  a  requirement 
consistent  with  the  periodic  report 
requirement  under  §  122.308(a)(5)  and 
§  123.410(a)(5).  These  sections  require 
the  health  systems  agencies  and  State 
Agencies  to  have  procedures  for 
applicants  to  submit  periodic  reports 
respecting  the  development  of  proposals 
subject  to  review. 

§  §  122.306  and  123.407  Required 
recommendations  and  required 
approvals. 

Because  of  the  confusion  the  term 
"Special  reviews"  generated,  §  122.306 
has  been  retitled  “Required 
recommendations"  and  §  123.407, 
"Required  approvals.”  The  Secretary 
emphasizes  that  the  purpose  of  this 
provision  is  not  to  establish  a  separate 
category  of  reviews.  Rather,  it  is  to 


69762  Federal  Register  /  Vol.  45.  No.  205  /  Tuesday.  October  21,  1980  /  Rules  and  Regulations 


ensure  that,  consistent  with  the  statute, 
projects  which  are  to  rectify  substantial 
code,  licensure,  or  accreditation 
deficiencies  will,  under  certain 
circumstances,  be  approved.  The 
Secretary  does  not  intend  to  require 
either  that  applications  be  submitted  to 
a  separate  review  process  or  that 
applications  which  do  not  meet  the 
criteria  for  a  required  approval  to  be 
resubmitted  through  the  normal  review 
process.  Resubmission  could  cause 
inordinate  delays  in  projects  which, 
while  not  meeting  the  requirements  of 
§  123.407(a),  might  very  well  be  needed 
for  the  adequate  provision  of  health  care 
in  the  area.  If  an  application  does  not 
meet  the  criteria  for  required  approval, 
then  the  planning  agency  should  be  able 
to  arrive  at  a  decision  simply  by 
applying  all  of  its  applicable  criteria. 
Accordingly,  the  regulations  have  been 
revised  and  simplified  to  reflect  this 
approach.  An  explanatory  note  has  been 
added  to  §  123.407  to  clarify  planning 
agency  responsibilities  under  this 
provision. 

The  Secretary  is  aware  that  the 
provision  for  required  approvals  is 
viewed  in  some  quarters  as  a  potentially 
enormous  loophole  for  unneeded 
hospital  replacements  and  renovations. 
However,  the  strict  application  of  the 
provisions  of  §  123.407  should  prevent 
its  abuse.  For  this  reason,  the  regulation 
at  §  123.407(a)  now  specifies  that  the 
capital  expenditure  must  be  required  to 
eliminate  the  code,  licensure,  or 
accreditation  deficiency.  Section 
123.407(b),  which  was  §  123.407(c)  in  the 
proposed  rules,  continues  to  require  that 
any  portion  of  a  proposed  capital 
expenditure  which  is  not  required  to 
eliminate  one  of  these  deficiencies  is  not 
subject  to  the  provision  for  required 
approval,  but  rather  is  subject  to  a 
regular  review  using  the  criteria 
developed  under  §  123.412. 

Two  commenters  suggested  that  this 
section  conflicts  with  §  123.403(d), 
which  specifies  that  in  emergency 
situations  which  pose  a  threat  to  the 
public  health,  a  decision  to  issue  a 
certificate  of  need,  need  not  be 
consistent  with  the  State  health  plan. 
The  latter  section  requires  that  State 
Agencies  not  issue  certificates  of  need 
for  projects  inconsistent  with  the  State 
health  plan  except  in  emergencies  which 
pose  a  threat  to  public  health.  Section 
123.407,  on  the  other  hand,  permits  a 
State  Agency  to  deny  what  would 
otherwise  be  a  required  approval,  if  the 
project  is  inconsistent  with  the  State 
health  plan.  These  sections  read 
together  permit  but  do  not  require  the 
State  Agency  to  issue  a  certificate  of 
need  for  a  project  relating  to  an 


emergency  that  poses  a  threat  to  the 
public  health  even  though  the  project  is 
inconsistent  with  the  State  health  plan. 
Thus,  the  two  sections  do  not  conflict. 

Other  commenters  expressed  concern 
about  how  a  determination  of  need  is  to 
be  made  if  the  criteria  developed  under 
§  123.412(a)  do  not  apply,  as  suggested 
in  the  Notice  of  Proposed  Rulemaking. 
The  Secretary,  in  revising  §  123.407,  has 
stated  in  an  explanatory  note  following 
§  123.407(a)  that  a  determination  of  need 
for  the  facility  or  service  is  to  be  made 
by  applying  the  appropriate  criteria 
developed  under  §  123.412.  Further,  the 
Secretary  notes  that  the  planning 
agencies  may  wish  to  adopt  criteria  for 
this  determination  of  need  based  on 
utilization  standards,  which  they  should 
develop  in  line  with  the  National 
Guidelines  for  Health  Planning. 

Agencies  may  request  assistance  in  this 
from  the  appropriate  Center  for  Health 
Planning.  For  example,  for  hospitals  and 
nursing  homes,  States  Agencies  may 
have  criteria  dealing  with  visits/ 
encounters,  length  of  stay,  admission 
rates,  patient  days  of  care,  outpatient 
visits,  and  the  number  of  patients 
served.  Finally,  the  determination  by  the 
State  Agency  of  whether  a  facility  or 
service  is  needed  should  be  based  on 
health  plans.  Health  systems  plans  are 
required  to  (1)  describe  the  number  and 
type  of  resources  (including  facilities, 
personnel,  major  medical  equipment  and 
other  resources)  in  the  health  service 
area,  (2)  state  the  extent  to  which  these 
existing  facilities  are  in  need  of 
modernization,  closure,  or  conversion, 
and  (3)  identify  the  need  for  new 
facilities  to  be  constructed  or  acquired 
(see  section  1513(b)(2)  of  the  Act).  There 
may  be  a  need,  however,  for  a  service  or 
facility  that  is  not  identified  in  the 
health  systems  plan  or  State  health  plan. 
In  such  a  case,  the  State  Agency  may 
determine  that  the  facility  or  service  is 
needed  if  it  meets  the  objectives  of  the 
health  systems  plan  and  the  review 
criteria  of  the  State  Agency. 

Other  commenters  questioned  how 
planning  agencies  will  determine 
whether  a  particular  project  is  required 
to  comply  with  licensure  or 
accreditation  requirements  or  with 
government  fire,  building  or  life  safety 
codes.  Although  the  regulations  do  hot 
specify  the  information  to  be  required 
by  planning  agencies,  the  Secretary 
intends  that  the  burden  for  proving  that 
the  proposal  is  under  one  of  these 
categories  be  assumed  by  the  applicant. 
Accordingly,  when  planning  agencies 
establish  these  requirements  they 
should  consider  requiring  that 
applicants  submit  documentation  from 
the  appropriate  agency  that  the 


proposed  project  is  necessary  to 
eliminate  or  prevent  safety  hazards, 
comply  with  State  licensure  standards, 
or  comply  with  accreditation  standards. 

Two  commenters  were  concerned 
about  the  effect  of  appropriateness 
review  on  reviews  conducted  under  this 
section.  Appropriateness  reviews  are 
reviews  of  existing  institutional  health 
services  by  health  systems  agencies  and 
State  Agencies  and  authorized  by 
sections  1513(g)  and  1523(a)(6)  of  the 
Act.  Under  §  123.407,  planning  agencies 
are  not  required  to  conduct 
appropriateness  reviews  in  order  to 
determine  whether  a  facility  or  service 
is  needed.  However,  if  an 
appropriateness  review  has  been 
conducted,  the  Findings  can  and  should 
be  considered  in  making  a 
determination  of  need  under  §  123.407. 

A  few  commenters  felt  that'  if  the 
State  Agency  fails  to  act  within  the 
required  period  of  time,  the  project 
should  be  approved.  The  Secretary 
points  out  that  the  provisions  of 
§  123.410(a)(17)  apply  to  all  applications 
for  a  certificate  of  need.  This  section 
requires  that  the  State  program  must 
provide  that  if  the  State  Agency  fails  to 
approve  or  disapprove  an  application 
for  a  certificate  of  need,  the  applicant 
may  bring  action  in  an  appropriate  State 
court  to  require  the  State  Agency  to 
approve  or  disapprove  the  application. 

§  123.408  Enforcement. 

Several  commenters  objected  to  the 
suggestion  that  criminal  penalties  might 
be  appropriate  as  a  sanction  to  enforce 
certificate  of  need  decisions.  Other 
commenters  stated  that  the  examples 
listed  in  §  123.408(b)  should,  in  fact,  be 
jequirements.  The  Secretary  continues 
to  believe  that  it  is  more  appropriate  for 
States  to  develop  their  own  enforcement 
mechanisms  to  ensure  that  only  projects 
which  are  granted  certificates  of  need 
are  carried  out.  The  Secretary  points  out 
that  the  Department  does  review  in 
detail  the  performance  of  each  State 
Agency.  The  extent  to  which  sanctions 
are  effective  is  one  of  the  measures  of 
performance  for  the  certificate  of  need 
function. 

Other  commenters  raised  questions 
about  enforcement  of  some  of  the  new 
coverage  provisions.  For  instance,  a 
question  was  raised  as  to  whether  the 
denial  of  a  license  to  operate  a  service 
would  be  an  effective  sanction  in 
preventing  the  termination  of  a  service. 
Although  denial  of  a  license  would 
obviously  be  inappropriate  in  this  case, 
there  are  other  sanctions,  such  as  fines 
or  criminal  penalties,  which  could  be 
used  to  prevent  the  termination  of  a 
service. 
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§  §  122.307  and  123.409  Adoption  and 
public  notice  of  review- procedures  and 
criteria. 

Several  commenters  suggested  that 
the  Secretary  add  a  requirement  to  this 
regulation  that  agencies  provide 
multilingual  notification  of  proposed 
review  procedures  and  criteria.  While 
an  agency  may  do  so,  the  Secretary 
believes  that  it  would  be  inappropriate 
to  require  at  this  time  that  it  do  so. 
Guidance  already  given  to  health 
systems  agencies  calls  attention  to 
linguistic  problems  and  suggests  that  in 
health  service  areas  where  the  primary 
language  of  a  significant  percentage  (10 
percent)  of  the  residents  is  not  English, 
relevant  portions  of  health  systems 
plans  and  annual  implementation  plans 
should  be  translated  into  that  language. 
Agencies  should  consider  using  this 
guideline  with  respect  to  proposed 
procedures  and  criteria. 

§  §  122.308  and  123.410  Procedures  for 
health  systems  agency  and  State 
Agency  review. 

§§  122.308(a)(1)  and  §  123.410(a)(1) 
Schedules  for  submitting  applications. 

Sections  122.308(a)(1)  and 
123.410(a)(1)  require  that  all  completed 
applications  pertaining  to  similar  types 
of  services,  facilities,  or  equipment 
affecting  the  same  health  ^ervice  area 
be  considered  in  relation  to  each  other 
(i.e.,  batched)  at  least  twice  a  year. 

Several  commenters  requested  that 
the  Department  clarify  the  term  “health 
service  area".  Many  suggested  that  the 
health  service  area  should  relate  to  the 
institution’s  primary  service  area. 

Others  suggested  that  only  projects  with 
the  same  target  population  be 
considered  in  relation  to  each  other.  The 
term  “health  service  area”  in  this 
provision  is  defined  by  the  statute  to 
mean  an  area  that  has  been  designated 
by  the  Secretary  under  section  1511  of 
the  Act  as  a  health  service  area.  By 
requiring  that  all  similar  types  of 
proposals  affecting  the  same  health 
service  area  be  considered  in  relation  to 
each  other,  the  statute  does  not  prevent 
agencies  from  considering  the  different 
populations  served  by  different 
facilities.  In  reviewing  similar  projects,  a 
State  Agency  may  conclude  that  two 
proposals  appropriately  serve  different 
populations.  In  such  a  case,  a 
determination  of  need  for  one  project 
may  reasonably  be  made  without  regard 
to  the  determination  of  need  for  the 
other  project. 

Several  commenters  suggested  that 
the  Department  require  State  Agencies 
to  publish  the  established  schedule  for 
submission  of  applications.  The 
Secretary  notes  that  under  §  123.409 


State  Agencies  are  required  to  publish 
adopted  procedures  which  must  include 
the  time  schedule  for  submission  of 
applications.  The  schedule  should  be 
published  in  a  form  and  manner  that 
will  provide  affected  persons  adequate 
notice  of  the  review  period.  The 
Secretary  will  be  evaluating  the 
schedules  established  by  State  Agencies 
in  order  to  determine  whether  timely 
notification  of  the  review  schedule  is 
being  provided. 

Several  commenters  expressed 
concern  that  the  batching  requirement 
would  create  problems  with 
coordinating  review  periods  in  those 
States  that  also  perform  reviews  under 
section  1122  of  the  Social  Security  Act. 
The  Secretary  believes  that  this  problem 
will  be  alleviated  by  the  incorporation 
of  the  procedural  requirements  of 
section  1532  of  the  Public  Health  Service 
Act,  including  the  batching  requirement, 
into  the  revised  section  1122  regulations 
to  be  published  soon. 

Many  commenters  suggested  that  the 
regulations  be  more  specific  as  to  how 
often  a  State  Agency  may  batch 
proposals.  The  Secretary  has  retained 
the  language  of  section  1532(b)(13)(A)(ii) 
of  the  Act,  which  requires  that  similar 
proposals  be  considered  in  relation  to 
each  other  at  least  twice  a  year.  This 
satisfies  the  statutory  requirement  and 
gives  States  the  flexibility  to  batch  more 
often  if  appropriate. 

Many  commenters  expressed  concern 
about  how  State  Agencies  that  review 
few  applications  will  be  able  to  batch 
proposals.  Regardless  of  the  number  of 
applications  received  during  the 
scheduled  period  of  submission,  each 
State  Agency  is  required  (under  section 
1532(b)(13)(A)(iii))  to  review  those 
completed  applications  submitted.  Thus, 
if  only  one  application  of  a  particular 
type  is  submitted,  the  State  will  consider 
only  that  application. 

A  few  commenters  suggested  that  the 
regulations  specify  that  applications 
which  satisfy  the  requirements  of 
§  123.407  for  required  approvals  may  not 
be  batched.  The  Secretary  believes  that 
it  is  important  for  the  State  Agency  to 
have  the  option  of  batching  certain 
proposals  which  may  also  meet  the 
requirements  of  §  123.407.  For  this 
reason,  the  Secretary  has  retained  the 
language  of  the  regulations,  which 
provides  that  applications  which  satisfy 
the  requirement  of  §  123.407  may  be,  but 
are  not  required  to  be,  batched. 

Many  commenters  stated  that  the 
categories  for  batching  of  applications 
listed  in  the  regulations  were  too  broad 
and  should  be  more  specific.  Several 
commenters  suggested  the  categories 
should  be  limited  to  those  services 
addressed  in  the  health  systems  plan. 


the  State  health  plan,  or  the  National 
Guidelines  for  Health  Planning.  A  few 
commenters  also  suggested  that  only 
those  services  which  are 
“technologically  innovative”  be  required 
to  be  batched.  The  Secretary  has 
decided  to  retain  the  categories  listed  in 
the  regulations  because  they  provide  a 
reasonable  minimum  set  of  categories  to 
be  used  by  a  State  Agency.  This 
approach  allows  each  State  Agency  the 
flexibility  to  establish  narrower 
categories  as  appropriate.  Under 
§  123.409,  each  State  Agency  is  required 
to  provide  the  public  an  opportunity  to 
comment  on  the  proposed  categories  of 
services  that  it  will  use  for  batching.  As 
a  basis  for  determining  those  categories 
of  services  to  be  batched,  State 
Agencies  might  consider  analyzing 
previous  certificate  of  need  applications 
in  order  to  determine  the  types  of 
services  for  which  a  substantial  number 
of  applications  have  been  received. 

Several  commenters  requested  that 
the  regulations  specify  that  applications 
which  include  more  than  one  proposed 
type  of  service,  facility  or  equipment 
must  not  be  delayed  by  subjecting  them 
to  review  in  more  than  one  category. 

The  Secretary  encourages  State 
Agencies  to  develop  a  method  of 
reviewing  large  applications  which 
propose  establishing  numerous  types  of 
services,  facilities  or  equipment.  At  a 
minimum,  however,  any  such  method 
would  have  to  require  that  each 
component  of  the  large  application  be 
reviewed  against  similar  equipment  or. 
services  in  its  appropriate  batch.  The 
Secretary  notes  that  this  can  be  planned 
for  in  advance  by  the  applicant,  and  that 
in  any  case,  the  decision  as  to  a 
certificate  of  need  for  all  the 
components  would  be  made,  at  most, 
within  a  six-month  period. 

§  §  122.308(a)(2)  and  123.410(a)(2) 
Notification  of  the  beginning  of  a 
review. 

Several  commenters  requested  that 
the  regulations  require  that  the  notice  of 
the  beginning  of  the  review  period  be 
multilingual  in  those  areas  with  a 
significant  non-English  speaking 
population.  The  Secretary  agrees  that  it 
is  important  for  agencies  to  provide 
multilingual  notices  in  those  areas 
which  include  a  large  non-English 
speaking  population.  The  Secretary  has 
decided  not  to  include  this  as  a 
regulatory  requirement  and  calls 
attention  to  the  policy  guidelines 
regarding  linguistic  problems  discussed 
in  the  portion  of  this  Appendix  dealing 
with  §  §  122.307  and  123.409  (Adoption 
and  public  notice  of  review  procedures 
and  criteria). 


69764  Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations 


Many  commenters  suggested  that 
notification  of  the  beginning  of  a  review 
be  by  methods  other  than  newspapers. 
These  commenters  indicated  that  notice 
should  be  sent  by  first  class  mail  and 
should  be  published  in  a  more 
prominent  section  of  the  newspaper 
than  in  the  legal  notice  section.  A  few 
commenters  suggested  deletion  of  the 
requirement  that  notice  of  the  beginning 
of  the  review  be  published  in  a 
newspaper  of  general  circulation.  The 
Secretary  notes  that  publication  in  a 
newspaper  of  this  notice  is  not  a 
requirement  but  that  States  may  use 
another  means  of  written  notification. 

The  Secretary  has  decided  not  to  require 
that  the  notice  be  published  in  a  more 
prominent  section  of  the  newspaper, 
since  the  price  of  such  a  notice  would  be 
prohibitive  to  many  agencies. 

Several  commenters  stated  that  the 
requirement  for  both  the  health  systems 
agency  and  the  State  Agency  to  provide 
written  notification  of  the  beginning  of  a 
review  period  is  duplicative  and  costly. 
The  Secretary  notes  that  §  122.308(c) 
relieves  health  systems  agencies  of  this 
requirement  if  the  State  Agency,  in 
performing  its  function  under 
§  123.410(a)(2),  provides  the  information 
required  under  §  122.308(a)(2). 

Several  commenters  suggested  that 
notice  should  be  sent  to  legal  service 
programs,  welfare  and  social  security 
offices,  clinics,  and  other  agencies.  If 
these  agencies  want  to  receive 
notification,  they  may  request  that  their 
names  be  placed  on  the  health  systems 
agency  and  State  Agency  mailing  lists. 

§  §  122.308(a)(3)  and  123.410(a)(3) 

Review  period. 

Several  commenters  requested  that 
the  regulations  require  that  reviews  of 
applications  which  are  batched  may  be 
delayed  by  one  15-day  extension  period 
only.  Section  1532(b)(12)(c)(i)  of  the  Act 
requires  that,  at  the  applicant's  request, 
each  time  the  planning  agency  requires 
an  applicant  to  submit  additional 
information  after  the  review  period  has 
begun,  the  review  period  must  be 
extended  15  days.  The  extension  of  the 
review  period  applies  to  all  applications 
being  batched.  The  Secretary 
encourages  the  State  Agency  and  the 
health  systems  agency  to  do  thorough 
reviews  of  the  completeness  of 
applications  before  notification  of  the 
beginning  of  the  review.  There  should  be 
infrequent  requests  for  additional 
information  after  the  application  is 
found  complete  and  the  review  period 
has  begun.  In  the  schedule  required 
under  §  123.410(a)(1),  State  Agencies  are 
encouraged  to  provide  ample  time  to 
determine  whether  additional 
information  is  necessary. ' 


§  1 122.308(a)(4)  and  123.410(a)(4) 
Information  requirements. 

Many  commenters  recommended  that 
the  information  required  to  be  submitted 
to  the  State  Agency  and  the  health 
systems  agency  include  data  on 
uncompensated  care,  community  service 
data,  and  other  information  necessary  to 
determine  the  applicant’s  ability  and 
willingness  to  comply  with  requirements 
under  Title  VI  (the  Hill-Burton  program) 
or  XVI  of  the  Act.  The  Secretary  has  not 
adopted  this  recommendation.  The 
present  language  of  the  statute  and  the 
regulations  permits  agencies  to  vary  the 
informational  requirements  according  to 
the  purpose  for  which  a  particular 
review  is  conducted  or  the  type  of 
health  service  being  reviewed.  This 
allows  State  Agencies  the  flexibility  to 
require  community  service  data,  or  data 
on  uncompensated  care,  in  those 
instances  where  such  data  requirements 
are  appropriate.  The  Secretary  notes, 
however,  that  any  information  required 
for  a  review  must  be  prescribed  and 
published  by  the  State  Agency. 

Several  commenters  suggested  that 
the  applicant  should  have  the  right  to 
appeal  a  request  for  information  to  be 
submitted  with  the  application.  The 
Secretary  does  not  believe  that  it  is 
necessary  to  provide  for  an  appeal  of 
the  information  requirements  since  these 
requirements  must  be  prescribed  and 
published  by  the  agencies  and  thus 
would  be  subject  to  public  comment 
under  |  §  122.307  and  123.409,  before  the 
submission  of  the  application.  Several 
commenters  suggested  that  information 
requirements  be  developed  by  the  State 
Agency  to  provided  for  Statewide 
consistency.  The  Secretary  believes  that 
health  systems  agencies  should  have  the 
flexibility  to  determine  their  own 
information  requirements  and  has 
therefore  not  adopted  this  suggestion. 
However,  the  Secretary  notes  that 
health  systems  agencies  and  State 
Agencies  are  required  under  section 
1532(a)  of  the  Act  (and  §  123.409(b)  of 
the  regulations)  to  cooperate  in  the 
development  of  all  review  procedures. 

Section  1532(b)(3)  of  the  Act 
(§§  122.308(a)(4)  and  123.410(a)(4)  of  the 
regulations)  requires  the  health  systems 
agency  and  State  Agency  to  develop 
procedures  to  ensure  that  requests  for 
information  are  limited  only  to  that 
information  necessary  for  the  agencies 
to  perform  reviews^  Several  commenters 
complained  that  this  requirement  is  too 
vague.  Some  suggested  that  necessary 
information  be  limited  to  information 
that  has  a  direct  bearing  on  the  project 
under  review.  The  secretary  has  decided 
that  planning  agencies  should  have  the 
flexibility  to  develop  their  own 


procedures  and  criteria  for  determining 
what  information  is  necessary  for 
particular  reviews. 

One  commenter  recommended  that 
the  regulations  provide  that  in  the  case 
of  an  application  fo.  a  medical  research 
project,  the  State  Agency  and  health 
systems  agency  may  not  require  an 
applicant  to  submit  any  information 
which  may  disclose  proprietary 
information,  trade  secrets  or  patentable 
inventions.  Since  the  statute  gives  the 
State  Agency  and  the  health  systems 
agency  the  discretion  to  determine  the 
information  necessary  to  perform  the 
review,  the  Secretary  has  not  included 
this  recommendation  in  the  regulations. 
Planning  agencies  may  require  that  the 
application  include  information  which  is 
pertinent  to  the  review  and  has  been 
prescribed  and  published  as  being 
required.  Potential  applicants,  knowing 
that  the  public  will  have  access  to  any 
information  provided  in  applications, 
and  that  they  need  provide  only 
information  that  is  essential  to  the 
review,  should  not  submit  information 
which  they  do  not  wish  to  be  accessible 
to  the  public.  If  this  information  is 
properly  required  by  an  agency, 
however,  the  applicant  should  be  aware 
that  withholding  the  information  may 
adversely  affect  the  processing  of  the 
application. 

§  §  122.308(a)(6)  and  123.410(a)(6) 

Written  findings  and  conditions. 

Several  commenters  recommended 
that  the  State  Agency  not  be  allowed  to 
make  its  final  decision  subject  to  any 
condition  unless  it  directly  relates  to  the 
service  being  reviewed  as  well  as  the 
criteria  established  under  §  123.412  or 
the  criteria  prescribed  by  regulations  by 
the  State  Agency.  The  Department  has 
not  adopted  this  recommendation 
because  section  1527(a)(2)  of  the  statute 
does  not  impose  the  requirement  that 
the  condition  relate  to  the  service  being 
reviewed. 

§  §  122.308(a)(8)  and  123.410(a)(8) 

Public  Hearing  in  the  Course  of  Review. 

One  commenter  recommended  that  a 
public  hearing  be  required  to  be  held  for 
each  certificate  of  need  application.  The 
Secretary  has  decided  to  retain  the 
language  of  section  1532(b)(8)  of  the  Act, 
which  requires  a  public  hearing  “if 
requested  by  persons  directly  affected 
by  the  review.”  The  Secretary  notes, 
however,  that  States  are  free  to  exceed 
Federal  requirements,  and  hold  public 
hearings  for  all  certificate  of  need 
applications. 

Several  commenters  suggested  that 
only  one  public  hearing  should  be 
conducted  by  either  the  State  Agency  or 
the  health  systems  agency.  The 


Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations  69765 


Secretary  notes  that  the  regulations 
permit  the  holding  of  a  single  public 
hearing  for  an  application.  Section 
123.410(c)  provides  that  the  State 
Agency  may  delegate  the  hearing 
responsibility  to  the  appropriate  health 
systems  agency. 

One  commenter  stated  that  the 
provision  that  any  “affected  person” 
(rather  than  any  "directly  affected 
person”)  may  request  a  public  hearing 
will  lead  to  longer  review  periods  and 
greater  costs.  The  Secretary  disagrees, 
as  the  distinction  between  affected 
persons  and  person  directly  affected  is 
minor.  By  adopting  the  broader  term, 
"affected  person”,  for  the  purpose  of 
notification  of  the  beginning  of  a  review 
and  for  requesting  a  public  hearing  in 
the  course  of  a  review,  the  Secretary  has 
simplified  the  regulations  and  made 
them  more  consistent. 

Several  commenters  suggested  that 
the  regulations  provide  that  if  the  State 
Agency  has  delegated  its  public  hearing 
responsibility  to  the  health  systems 
agency,  it  must  still  hold  formal 
administrative  hearings,  if  requested. 

The  Secretary  has  determined  that  this 
provision  is  unnecessary,  since  under 
§  123.410(c),  in  the  case  of  such  a 
delegation,  the  health  systems  agency  is 
required  to  follow  the  procedures  for 
public  hearings  held  by  the  State 
Agency. 

Several  commenters  stated  that  in  the 
case  of  a  State  Agency  delegating  its 
public  hearing  responsibility  to  a  health 
systems  agency,  the  additional 
procedures  that  must  be  followed  will 
be  very  costly.  The  Secretary 
encourages  State  Agencies  to  consider 
whether  financial  support  should  be 
provided  to  a  health  systems  agency 
that  has  been  delegated  the  public 
hearing  responsibility.  Further,  the 
Secretary  notes  that  the  health  systems 
agency  has  the  right  to  refuse  the 
delegation  of  this  responsibility  if  it 
believes  that  it  will  be  burdensome  for  it 
to  perform  this  function.  Also,  the 
Secretary  notes  that  State  law  may 
prevent  some  State  Agencies  from 
delegating  their  hearing  responsibilities. 

§  123.410(a)(9)  Ex  parte  contacts. 

Several  commenters  requested  that 
the  Department  clarify  the  term  “ex 
parte.”  A  typical  definition  of  ex  parte 
communication,  found  in  the  Federal 
Administrative  Procedure  Act  (5  U.S.C. 
551(14)),  is  “an  oral  or  written 
communication  not  on  the  public  record 
with  respect  to  which  reasonable  prior 
notice  to  all  parties  is  not  given,  but  it 
shall  not  include  requests  for  status 
reports  on  any  matter  or 
proceeding.  .  .  States  may  wish  to 
adopt  this  definition  or  a  similar  one  for 


their  certificate  of  need  programs.  It  is 
important  to  note  that  any 
communications  made  after  the 
commencement  of  the  public  hearing 
that  are  placed  in  the  record  of  the 
proceedings  are  not  ex  parte  and  are  not 
prohibited.  Also,  this  provision  applies 
to  contacts  with  the  State  Agency  and 
not  with  the  health  systems  agency. 

Several  commenters  requested  that 
the  regulations  require  that  there  be  no 
ex  parte  contacts  between 
representatives  of  the  health  systems 
agency  and  any  person  in  the  State 
Agency  who  exercises  any 
responsibility  respecting  an  application 
or  its  withdrawal  after  the 
commencement  of  a  hearing.  The 
Secretary  has  determined  that  such  a 
revision  is  unnecessary,  since 
§  123.410(a)(9)  applies  to  health  systems 
agency  representatives  when  their  _ 
actions  are  considered  to  be  on  behalf  of 
the  applicant  or  are  considered  in 
opposition  to  the  issuance  or  in  favor  of 
the  withdrawal  of  the  certificate  o^  need. 

One  commenter  stated  that  the 
regulations  were  not  clear  in  specifying 
whether  the  ex  parte  provision  would 
apply  when  the  health  systems  agency 
has  been  delegated  the  authority  to  hold 
the  required  public  hearings.  If  the 
health  systems  agency  has  been 
delegated  the  public  hearing  function  by 
the  State  Agency,  the  prohibition 
regarding  ex  parte  contacts  with  the 
State  Agency  applies  after  the 
commencement  of  the  hearing  by  the 
health  systems  agency.  (See  §  123.410(a) 
(8),  (9),  and  (c).) 

§  123.410(a)(10)  Statement  of  reasons. 

One  commenter  suggested  the 
deletion  of  the  requirement  that  the 
State  Agency  provide  a  statement  of 
reasons  for  decisions  which  are 
inconsistent  with  recommendations  of 
the  health  systems  agency.  The 
commenter  suggested  that  the 
regulations  require  a  statement  of 
reasons  only  for  State  Agency  decisions 
which  are  inconsistent  with  the  health 
systems  plan  or  annual  implementation 
plan.  The  Secretary  believes  that  health 
systems  agencies  should  know  why 
State  Agency  decisions  are  inconsistent 
with  their  recommendations,  and  has 
therefore  decided  not  to  adopt  this 
suggestion. 

Another  commenter  recommended 
that  a  copy  of  the  statement  of  reasons 
be  sent  to  the  applicant  as  well  as  the 
health  systems  agency.  The  Secretary 
agrees  With  this  suggestion  and  has 
included  this  requirement  in 
§  123.410(a)(10). 


§  122.308(a)(ll)  Conflicts  of  interests. 

Several  commenters  recommended 
that  in  the  case  of  a  conflict  of  interest, 
the  person  be  prohibited  from  speaking 
at  the  public  hearing.  One  commenter 
suggested  that  the  conflict  of  interest 
provision  also  be  extended  to  a  health 
systems  agency  member  whose 
immediate  family  member  is  employed 
by  the  applicant.  The  Secretary  has 
decided  pot  to  accept  these  changes. 

The  Secretary  believes  that  a  board 
member  who  has  a  conflict  of  interest 
should  be  able  to  speak  at  a  public 
hearing  as  long  as  that  person  is  not 
entitled  to  vote  on  the  matter.  In 
addition,  the  Secretary  believes  it  is  the 
responsibility  of  each  health  systems 
agency  to  decide  the  circumstances  in 
which  a  board  member  whose 
immediate  family  member  is  employed 
by  the  applicant  should  have  his  or  her 
participation  in  the  review  limited.  A 
health  systems  agency  may  adopt  a 
stricter  standard  if  it  is  not  satisfied 
with  the  scope  of  §  122.308(a)(ll). 

§  122.308(a)(12)  Coordination  within 
an  SMSA. 

This  section,  together  with  §  123.401, 
has  been  modified  so  that  the  other 
HSAs  in  an  SMSA  are  given  an 
opportunity  to  make  recommendations 
on  proposed  projects  before  the  State 
Agency  makes  its  decision.  The 
requirement  on  HSAs  to  notify  other 
HSAs  in  the  SMSA  has  been  removed 
from  §  122.308(a)(12);  the  definition  of 
“affected  person”  in  §  123.401  has  been 
changed  to  include  all  HSAs  in  an 
SMSA.  Thus  State  Agencies  will  give 
notification  of  the  beginning  of  a  review 
to  all  of  these  HSAs.  Existing 
procedures  in  States  for  HSAs  and  State 
Agencies  to  receive  copies  of 
applications  can  be  employed  to  send 
copies  of  applications  to  those  other 
HSAs  in  an  SMSA  which  wish  to  review 
and  make  recommendations  on  the 
proposed  recommendations  made  by 
health  systems  agencies”  applies  to 
recommendations  made  by  any  HSA, 
including  the  other  HSAs  in  an  SMSA. 

§  123.410(a)(ll)  Public  hearings  for 
reconsideration  of  a  State  Agency 
decision. 

Section  123.410(a)(ll)  requires  the 
State  Agency  to  offer  a  public  hearing 
for  reconsideration  of  the  State  Agency 
'  decision  if  requested  by  any  person  who 
has  shown  good  cause.  The  Secretary 
has  revised  this  subparagraph  to  require 
that  a  request  for  a  public  hearing  will 
show  good  cause  if  it  presents 
significant  relevant  information  not 
previously  considered  by  the  State 
Agency,  which  with  reasonable 
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diligence  could  not  have  been  presented 
before  the  State  Agency  made  its 
decision.  The  Department  made  this 
change  because  it  was  unreasonable  to 
burden  the  State  Agency  with  the 
requirement  to  conduct  an  additional 
hearing  when  the  information  not 
previously  considered  should  have  been 
presented  during  the  course  of  the 
review.  The  Secretary  notes  that 
because  this  is  a  minimum  requirement, 
a  State  program  that  retains  the  broader, 
former  requirement  will  continue  to 
satisfy  this  provision. 

Another  commenter  suggested  that  the 
State  Agency  provide  notification  of  the 
public  hearing  for  review  of  the  State 
Agency  decision  by  publishing  a  notice 
in  the  newspaper.  The  regulations 
require  that  the  State  Agency  provide 
notification  of  a  reconsideration  hearing 
to  the  person  requesting  the  hearing,  the 
person  proposing  the  project,  the 
appropriate  health  systems  agency,  and 
others  upon  request.  The  Secretary 
believes  that  to  require  the  State  Agency 
to  publish  an  additional  notice  in  a 
newspaper  would  be  unduly 
burdensome. 

The  Secretary  has  added  a  note  after 
§  123.410(a)(ll)  to  clarify  that  the 
regulations  do  not  require  that  a  person 
must  request  a  reconsideration  hearing 
before  obtaining  an  administrative 
review  [under  §  123.410{a)(13))  or  a 
judicial  review  (under  §  123.410(a)(14)). 
However,  State  law  may  require  that  a 
person  exhaust  all  administrative 
remedies  before  seeking  administrative 
or  judicial  review.  In  such  a  case, 
interested  persons  should  consult  the 
State  Agency  to  determine  if  this  would 
apply  to  the  reconsideration  hearing. 

§  123.410(a)(12)  Maxim  urns  on  capital 
expenditures. 

Many  commenters  suggested  how 
States  should  establish  the  maximum 
amount  of  capital  expenditure  which 
may  be  obligated  under  a  certificate  of 
need.  The  Secretary  believes  that  each 
State  Agency  should  establish  its  own 
method  of  determining  capital 
expenditure  maximums.  Under 
§  123.409,  the  State  Agency  must  provide 
the  public  the  opportunity  to  comment 
on  its  proposed  method. 

§  123.410(a)(13)  Administrative  review. 

Some  commenters  disagreed  with  the 
Department’s  position  stated  in  the 
Preamble  to  the  Notice  of  Proposed 
Rulemaking  that  the  addition  of  the  term 
“administratively”  makes  unacceptable 
the  current  practice  in  some  States  of 
having  courts  as  the  initial  appeals 
body.  These  commenters  interpret 
section  1532{b)(12)(A)  of  the  Act  as  only 
requiring  that  the  review  be  conducted 


under- an  appeals  mechanism  consistent 
with  the  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies.  The  Secretary 
disagrees  with  this  interpretation. 

Section  1532(b)(12)(D)  requires  that  an 
“administrative”  appeal  be  provided. 
Thus,  a  State  that  provides  only  for 
judicial  review  does  not  meet  this 
requirement  even  though  judicial  review 
is  the  appeals  mechanism  provided 
under  State  law.  Moreover,  Section 
1532(b)(12)(E)  requires  that  there  be  a 
separate  judicial  review. 

Another  commenter  contended  that 
this  provision  would  be  satisfied  by  a 
State  Agency  itself  offering  a  rehearing 
of  its  decision.  The  Secretary  disagrees 
with  this  interpretation,  having 
concluded  that  the  term  “appeal”  means 
an  independent  review  of  the  State 
Agency’s  decision.  In  addition,  because 
section  1532(b)(8)  establishes  a 
rehearing  requirement,  permitting  a 
rehearing  to  meet  the  “appeal” 
requirement  would  render  superfluous 
the  section  1532(b)(8)  provision. 

One  commenter  requested  that  the 
Secretary  clarify  the  scope  of  the 
administrative  review  requirement  to 
provide  that  a  "de  novo”  review  is  not 
allowed.  The  scope  of  administrative 
review  is  determined  under  State  law. 
Therefore,  a  “de  novo”  review  would  be 
permitted  if  authorized  under  State  law. 

The  Secretary  proposed  that  the 
appeals  entity  may  be  either  an  entity 
other  than  the  State  Agency  or,  if 
permitted  by  State  law,  a  person  within 
the  State  Agency  who  did  not 
participate  in  the  certificate  of  need 
decision  and  has  the  authority  to  make  a 
final  decision  on  the  appeal.  A  few 
commenters  stated  that  a  component  of 
the  State  Agency  should  not  be 
permitted  to  be  the  appeals  entity. 

These  commenters  believed  it  would  be 
difficult  for  any  entity  that  is  part  of  the 
State  Agency,  even  though  it  did  not 
participate  in  the  certificate  of  need 
decision,  to  avoid  pressure  from  the 
State  Agency  staff  who  took  part  in  the 
certificate  of  need  review.  The  Secretary 
does  not  accept  this  suggestion  because 
it  is  possible  for  an  independent 
component  of  the  State  Agency  to 
conduct  the  appeal  satisfactorily.  A 
State  that  is  concerned  with  the  problem 
raised  by  the  commenter  may  use  an 
agency  other  than  the  State  Agency. 

One  commenter  recommended  that 
the  regulations  specify  that  the  State 
Agency  may  not  impose  fees  upon  the 
affected  person  requesting  the 
administrative  review  if  a  hearing  is 
part  of  the  administrative  review.  The 
Secretary  has  not  adopted  this 
recommendation,  since  States  should  be 
allowed  the  discretion  of  using  their 


existing  procedures  for  administrative 
appeal.  However,  the  Department  would 
view  as  inappropriate  for  a  State  to 
impose  a  fee  so  excessive  that  it  has  the 
effect  of  denying  persons  the  right  to 
appeal  a  State  Agency’s  decision. 

A  note  has  been  added  to 
§  123.410(a)(13)  to  clarify  that  nothing  in 
the  regulations  requires  that  a  person 
must  request  an  administrative  review 
before  obtaining  judicial  review  (under 
§  123.410(a)(14)).  However,  applicable 
State  law  may  require  that  an 
administrative  review  be  held  before 
judicial  review  is  obtained. 

§  123.410(a)(14)  Judicial  review. 

Several  commenters  indicated  that  the 
definition  of  persons  adversely  affected 
was  too  broad  and  should  be  revised.  A 
few  commenters  suggested  that  judicial 
review  be  limited  to  those  adversely 
affected  persons  who  sought 
administrative  review  of  the  State 
Agency’s  decision.  The  Secretary 
believes  that  the  Department  should  not 
place  this  limitation  on  the  category  of 
persons  who  may  request  judicial 
review.  Therefore,  the  definition  of 
persons  adversely  affected  has  not  been 
narrowed  in  these  regulations.  The 
Department  has  revised  the  regulations 
to  provide  for  the  term  “person 
adversely  affected”  to  include  the  State 
Agency  and  any  person  who  meets  the 
definition  of  adversely  affected  person 
as  defined  under  §  123.401  or  who 
participated  in  the  proceedings  before 
the  State  Agency.  This  definition 
provides  anyone  who  meets  the 
definition  of  affected  person  or  who  may 
have  requested  a  public  hearing  for  the 
purpose  of  reconsideration  of  the  State 
Agency  decision  the  opportunity  to 
obtain  judicial  review.  The  State  Agency 
was  included  in  the  definition  to  provide 
the  State  Agency  the  option  of 
requesting  judicial  review  when  its 
initial  decision  has  been  revised  by  the 
entity  performing  the  administrative 
review. 

Several  commenters  suggested  that 
any  person  adversely  affected  by  a  final 
decision  of  a  State  Agency  who  plans  to 
obtain  a  judicial  review  of  the  decision 
be  required  to  seek  judicial  action 
within  30  days  after  completion  of  an 
administrative  review,  except  where  a 
different  time  period  is  established 
under  State  law.  The  Secretary  has 
decided  that  the  determination  of  when 
a  judicial  review  will  take  place  should 
be  made  under  State  law  and  therefore 
has  not  adopted  this  recommendation. 
Nevertheless,  States  are  urged  to 
consider  the  need  for  resolving  appeals 
expeditiously  so  that  applicants  are  not 
faced  with  inordinate  delays  on  their 
applications. 
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§  §  122.308(a)(9)  and  123.410(a)(15) 

Annual  reports  of  the  health  systems 
agency  and  the  State  Agency. 

One  commenter  suggested  that  the 
annual  reports  should  specify  the 
reviews  being  conducted,  completed 
financial  statements  which  include  the 
dollar  amounts  of  the  proposals 
reviewed,  a  breakout  of  the  dollar 
amounts  for  those  projects  approved 
and  disapproved,  and  the  percentage  of 
projects  which  are  approved  and 
disapproved.  Another  commenter 
suggested  that  the  annual  reports 
include  an  explanation  of  the  decisions 
and  recommendations  made  by  the 
agency  which  consumers  and  providers 
could  fully  understand.  The  Secretary 
agrees  that  such  information  might  be 
helpful.  However,  these  suggestions 
have  not  been  adopted  because 
requiring  such  a  detailed  report  would 
be  unduly  burdensome  for  some 
agencies.  State  agencies  and  health 
systems  agencies  may  consider 
including  the  above  information  in  their 
annual  reports. 

§  123.410(a)(18)  Withdrawal  of 
certificate  of  need. 

One  commenter  recommended  the 
addition  of  a  provision  for  the  expiration 
of  a  certificate  of  need  if  the  project  has 
not  commenced  within  one  year  of 
approval  or  if  the  project  is  not 
completed  within  one  year  of  the 
estimated  date  of  completion.  Another 
commenter  suggested  that  in  the  case  of 
a  certificate  of  need  review  that  takes 
longer  than  90  days,  the  applicant  be 
allowed  to  adjust  the  timetable,  in  order 
to  reflect  delays  which  result  from  the 
delay  in  the  State  Agency  decision.  A 
few  commenters  suggested  that  the 
State  Agency  should  review  on  a 
quarterly  basis  the  progress  of  the 
holder  of  the  certificate  in  meeting  the 
timetable  specified  in  the  approved 
application.  Finally,  commenters  also 
suggested  that  the  evidence- of  the 
progress  be  submitted  by  the  applicant 
to  the  appropriate  health  systems 
agency.  The  Secretary  believes  States 
should  have  discretion  in  determining 
how  to  implement  this  provision,  and 
has  therefore  not  adopted  these 
recommendations. 

§  §  122.308  and  123.411  Exceptions  to 
use  of  procedures. 

Several  commenters  suggested  that 
the  Secretary  eliminate  this  entire 
section.  The  Secretary  has  rejected  this 
suggestion  because  the  Secretary 
believes  that  there  are  circumstances  in 
which  these  procedural  requirements 
may  impose  an  unnecessary  burden.  The 
waiver  of  these  requirements  is 


appropriate  when  it  would  not 
substantially  and  adversely  affect  the 
rights  of  any  person. 

Several  commenters  requested  that 
the  Department  delete  the  provision  for 
a  general  exception  to  procedures.  The 
Secretary  does  not  agree  with  this 
request.  The  general  exception  provision 
has  been  created  to  provide  agencies  an 
opportunity  to  use  alternate  procedures 
established  by  the  Department.  For 
example,  a  general  exception  to 
established  procedures  may  be 
necessary  if  the  Department  were  to 
establish  an  expedited  review  procedure 
for  energy  conservation  proposals.  If  the 
agency  elects  to  avail  itself  of  the 
general  exception  procedure,  the  agency 
is  still  required  to  follow  the  notice  and 
comment  requirements  of  §  §  122.307(b) 
and  123.409(c)  in  order  to  provide  for 
public  comment  on  its  proposal  to  use 
the  alternate  procedure. 

Many  commenters  requested  that  the 
requirement  that  the  substitute 
procedure  proposed  by  the  agency  be 
“less  costly  and  more  efficient”  be 
reinstated  in  this  section.  This 
requirement  was  deleted  because  of  the 
difficulty  in  determining  whether  a 
proposed  substitute  procedure  is 
actually  less  costly  and  more  efficient. 
The  Secretary  has  determined  that  a 
request  for  an  exception  should  only  be 
evaluated  on  the  basis  of  whether  it  is 
consistent  with  the  purposes  of  the  Act 
and  whether  it  adversely  and 
substantially  affects  the  rights  of 
affected  persons. 

§  §  122.310  and  123.412  Criteria. 

§  §  122.310(a)  and  123.412(a)  General. 

A  commenter  noted  that  the 
limitations  placed  on  the  criteria  State 
Agencies  may  apply  (see  section 
1527(a)(2)  of  the  Act)  do  not  apply  to  the 
health  systems  agencies.  The  Secretary 
acknowledges  that  the  statute  at  section 
1527(a)  refers  only  to  State  Agencies. 
However,  the  statute  requires  that 
planning  agencies  use  at  least  the 
criteria  based  on  the  considerations 
specified  in  the  Act  at  section  1532(c), 
and  that  they  apply  those  criteria 
developed  and  published  in  accordance 
with  regulations  of  the  Secretary 
(section  1532(a)  of  the  Act).  The 
Secretary  emphasizes  that  health 
systems  agencies  and  State  Agencies 
should  cooperate  in  the  development  of 
criteria,  as  required  by  statute  at  section 
1532(a),  to  the  extent  appropriate  to 
achieve  efficiency  in  their  reviews  and 
consistency  in  their  criteria.  To  enhance 
this  coordination,  the  Secretary  has 
required  at  §  122.310  that  any  additional 
criteria  developed  by  the  health  systems 
agencies  must  not  be  inconsistent  with 


those  based  on  the  considerations  listed 
at  §  123.412(a)  of  the  amended 
regulations.  The  Secretary  notes  that  if  a 
health  systems  agency  makes  a  review 
recommendation  based  on  criteria 
which  the  State  Agency  may  not  use,  the 
State  Agency  may  not  be  able  to  follow 
the  health  systems  agency 
recommendation. 

§  §  122.310(b)  and  123.412(b)  Use  of 
criteria. 

Many  commenters  disagreed  with  the 
provision  in  the  proposed  regulations 
that  the  criteria  adopted  for  reviews  in 
accordance  with  the  considerations 
specified  by  §  123.412(a)  may  vary 
according  to  the  purpose  for  which  a 
particular  review  is  being  conducted  or 
the  type  of  service  reviewed.  In 
particular,  commenters  stated  that  the 
access  considerations  listed  at  (a)  (5) 
and  (6)  of  this  section  should  be 
applicable  to  all  reviews  conducted 
under  the  certificate  of  need  program. 
The  Secretary  points  out  that  section 
1532(a)  of  the  statute  allows  for  criteria 
to  vary  depending  on  the  purpose  of  the 
review  or  the  type  of  health  service 
being  reviewed.  However,  the  Secretary 
emphasizes  that  planning  agencies  are 
required  to  apply  all  criteria  that  are 
appropriate  for  each  review.  Moreover, 
planning  agencies  are  required  to 
consider  the  access  considerations  in 
most  cases  since  the  regulations  at 
§  §  122.311  and  123.413  require  that  the 
agencies  make  written  findings 
regarding  their  access  criteria  with 
respect  to  all  applications  that  they 
recommend  be  approved  or  that  they 
approve  (with  the  specific  exceptions 
made  by  §  123.413(a)). 

A  few  commenters  requested  a 
specific  statement  informing  planning 
agencies  that  they  should  make  cost 
containment  activities  the  foremost 
consideration  when  reviewing 
proposals.  The  Secretary  has  not 
accepted  this  suggestion  since  there  are 
other,  equally  important  considerations, 
for  example,  need,  access,  availability 
and  quality. 

Comments  received  on  the  specific 
considerations  at  §  123.412(a)  (1) 
through  (21)  are  discussed  below. 
Technical  assistance  on  the 
development  of  criteria  based  on  these 
general  considerations  is  available  to 
planning  agencies  from  the  Centers  for 
Health  Planning. 

§  123.412(a)(3)  Alternative  methods. 

One  commenter  suggested  that  this 
consideration  should  be  expanded  to 
include  the  question  of  whether  the 
funds  proposed  to  be  spent  on  a  given 
project  might  be  better  used  for  a 
different  project  to  serve  underserved 
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population  groups.  The  Secretary  does 
not  accept  this  suggestion  since  the 
access  concerns  are  sufficiently 
addressed  elsewhere  under  §  123.412(a) 
(5)  and  (6)  of  these  regulations.  Another 
commenter  thought  that  mention  of 
reductions  or  elimination  of  services 
should  be  stricken  from  the 
consideration.  The  Secretary  has  not 
accepted  this  suggestion  because  the 
consideration  simply  specifies  that  if  the 
proposal  is  to  reduce  or  eliminate  (or  to 
offer,  expand,  or  relocate)  a  service,  the 
agencies  must  consider  alternative 
methods  of  providing  the  service.  This  is 
simply  a  consideration  for  the 
development  of  criteria,  it  does  not  itself 
mandate  coverage  of  any  proposal. 

§  §  123.412(a)  (5)  and  (6)  Access. 

Many  commenters  requested  that 
planning  agencies  be  required  (1)  to 
consider  the  access  considerations  as 
listed  at  §  123.412(a)  (5)  and  (6)  for  all 
reviews,  and  (2)  to  deny  the  certificate 
of  need  if  the  finding  is  negative.  The 
commenters  reasoned  that  these 
considerations  are  always  appropriate 
because  the  idea  of  community  need  for 
a  service  is  valid  only  if  the  service  will 
serve  all  the  members  of  the  community. 
Moreover,  they  pointed  to  congressional 
intent  that  an  important  concern  in 
planning  for  the  health  of  the  community 
is  whether  all  members  of  the 
community  have  access  to  the  health 
care  services  they  need.  On  the  other 
hand,  other  commenters  suggested  that 
§  123.412(a)(5)(ii)  and  (6)  be  eliminated. 
Reasons  given  were  that  the  Department 
does  not  have  the  authority  to  include 
these  sections,  that  they  overly  stress 
the  access  concerns  relative  to  the  other 
concerns  of  the  certificate  of  need 
review  program,  that  relevant  data  are 
either  not  available  or  are  not  allowed 
by  law  to  be  collected,  and  that  the 
questions  posed  by  the  planning 
agencies  might  look  into  areas  that  are 
beyond  the  applicant's  control.  Finally, 
other  commenters  requested  that  the 
Secretary  place  the  suggested  questions 
listed  in  the  preamble  to  the  proposed 
rules  directly  in  the  regulations. 

The  Secretary  has  determined  that 
authority  for  establishing  the 
considerations  exists  under  section 
1532(a)  of  the  Act  and  that  the 
limitations  on  the  State  Agency’s 
authority  is  section  1527(a)(2)  of  the  Act 
are  not  at  issue  in  this  regard.  Section 
1531(a)  requires  the  planning  agencies  to 
apply  criteria  developed  in  accordance 
with  the  Secretary’s  regulations.  Section 
1527(a)(2)  permits  the  State  Agency  to 
apply  only  certain  criteria,  among  which 
are  the  “criteria  prescribed  by  section 
1532(c)."  The  access  considerations  in 
the  regulations  are  an  elaboration  on  the 


statutory  considerations  at  section  1532 
(c)(3)  and  (c)(6)(E).  Because  these 
considerations  are  directly  related  to  the 
"criteria  prescribed  by  section  1532(c)", 
as  provided  by  section  1527(a)(2),  State 
Agencies  may  properly  apply  criteria 
developed  from  them  in  conducting  their 
reviews.  The  consideration  at 
§  123.412(a)(5)  has  only  added  a  phrase 
required  by  the  amended  Act  at  section 
1532(c)(6)(E)  to  the  former  regulations 
(42  CFR  123.409(a)(3)).  Moreover,  the 
general  consideration  at  §  123.412(a)(6) 
clarifies  the  former  regulations  covering 
access  considerations  at  §  123.409(a)(13) 
by  adding  the  specific  factors  at 
•§  123.412(a)(6)  (i)  through  (iv).  These 
provisions  underline  the  Department's 
commitment  to  ensure  that  the 
medically  underserved  will  receive 
equal  access  to  care,  that  the  project 
will  be  accessible  to  the  whole 
community,  and  that  the  community 
needs  the  proposed  project. 

By  requiring  in  5  §  122.311  and  123.413 
that  planning  agencies  make  written 
findings  on  these  criteria  for  each 
proposal  that  is  recommended  for 
approval  or  approved  (excepted  projects 
specifically  not  included),  the  Secretary 
has  provided  that  the  access  issue  will 
be  considered  where  appropriate. 
However,  the  Secretary  has  decided  for 
two  reasons  not  to  require  that  an 
application  be  automatically 
disapproved  when  negative  findings  on 
the  issue  of  access  have  been  made  by 
the  planning  agencies.  First,  the  statute 
does  not  authorize  the  Department  to 
require  disapprovals  based  on  these 
considerations.  Second,  access 
considerations,  although  quite 
important,  are  but  2  of  21  different 
factors  that  the  agencies  are  to  consider, 
as  applicable,  in  performing  individual 
reviews. 

The  presence  of  these  access 
considerations  in  the  regulations  reflects 
the  Department’s  concern  over  equitable 
access  and  encourages  planning 
agencies  to  be  responsive  to  the  needs 
of  the  medically  underserved.  These 
considerations  are  not  to  be  construed 
as  requiring  the  planning  agencies  to  act 
as  enforcers  of  requirements  under  other 
Federal  programs,  e.g.,  fulfillment  of 
uncompensated  service  obligations  or 
obligations  to  provide  access  for  the 
physically  handicapped.  Planning 
agencies  should,  however,  consider  the 
performance  of  health  care  institutions 
under  the  other  Federal  programs  and 
use  this  information  along  with  findings 
on  all  other  appropriate  criteria  to 
determine  whether  a  certificate  of  need 
should  be  issued.  The  Secretary  has  not 
accepted  the  suggestions  either  to  place 
in  the  regulations  the  questions  and 


specific  data  examples  which  appeared 
in  the  preamble  to  the  proposed  rules  or 
to  eliminate  them.  The  planning 
agencies  are  to  develop  specific  criteria 
which  are  appropriate  to  their  particular 
areas  based  on  the  general 
considerations  found  in  Federal 
regulations.  However,  the  Secretary  has 
decided  to  reemphasize  the 
responsibility  of  the  planning  agencies 
to  develop  specific  criteria  and  collect 
the  information  needed  regarding  these 
access  considerations.  To  provide 
technical  assistance,  that  part  of  the 
preamble  to  the  proposed  rules  which 
gave  specific  illustrations  on  access 
questions  and  data  is  republished  below 
(with  minor  changes). 

The  Secretary  suggests  that,  in  order 
to  determine  whether  all  members  of  the 
community  to  be  served  will  have  equal 
access  to  the  service  or  equipment  for 
which  certificate  of  need  approval  is 
sought,  planning  agencies  consider  the 
following  kinds  of  questions  in 
reviewing  applications:  (1)  If  the  facility 
(or  portion  thereof)  to  which  a  new 
service  is  to  be  added  was  constructed 
with  “Hill-Burton”  funds,  has  the 
applicant  complied  with  its  community 
service  assurance?  (2)  Has  the  facility 
demonstrated  through  population-based 
planning  a  relationship  between  the 
application  and  need  in  the  community 
for  the  service  proposed?  Would 
issuance  of  the  certificate  increase 
access  for  the  medically  underserved? 
Could  the  same  expenditure  be  made  for 
other  services  or  equipment  that  would 
better  serve  the  needs  of  the 
community?  (3)  Does  the  facility 
participate  in  Federally  funded  third- 
party  reimbursement  programs  such  as 
Medicare  and  Medicaid?  (4)  What 
portion  of  the  population  of  the 
facility’s  service  area  has  received 
benefits  under  these  programs?  (5)  Are 
the  proportions  of  persons  served  by  the 
facility  who  are  minorities  and 
handicapped  in  approximate  parity  with 
their  proportions  in  the  population  of  the 
facility’s  service  area? 

The  Secretary  has  not  specified  the 
types  of  data  the  planning  agencies  must 
require  from  applicants.  However, 
planning  agencies  must  have  procedures 
specifying  what  data  the  applicant  is 
required  to  provide  (see  §  123.410(a)(4) 
for  procedures  regarding  information 
which  may  be  required  of  applicants). 
These  data  might  include  (1)  the 
composition  of  the  population  of  the 
applicant's  actual  or  potential  service 
area  by  race,  ethnic  origin  and 
handicap;  (2)  estimates  of  high  risk 
health  indicators  in  the  population  of  the 
applicant’s  service  area;  (3)  current 
patient  utilization  data  (inpatient, 
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outpatient,  and  emergency  room)  by 
race,  ethnic  origin,  handicap,  Zip  code 
and  method  of  payment;  (4)  the  number 
and  percent  of  physicians  with 
admitting  privileges  who  admit  patients 
receiving  Federal  and  State  assistance 
for  health  care;  and  (5)  projected 
utilization  data  by  race,  ethnic  origin, 
and  handicap.  Additionally,  a  State 
Agency  might  require  that  the  applicant 
provide  an  impact  analysis  statement 
showing  the  anticipated  effect  of  the 
proposed  facility,  equipment,  or  service 
on  access  to  health  care  for  medically 
underserved  persons,  indicating  how 
approval  of  the  application  will  reduce 
access  barriers  and  the  extent  to  which 
the  approved  facility,  service,  or 
equipment  will  be  accessible  to  the 
medically  underserved.  State  Agencies 
may  wish  to  identify  different  or 
additional  data  to  be  required  of  the 
applicant. 

Several  commenters  noted  that  a 
health  care  facility  is  prohibited  by  law 
from  collecting  some  of  the  information 
that  will  be  needed  to  answer  the 
considerations  under  §  123.412(a)(6). 

The  Secretary  emphasizes  that  these 
regulations  do  not  require  the  collection 
of  any  specific  data,  so  that  there  is  no 
problem  of  planning  agencies  complying 
with  any  such  prohibitions.  Whenever 
not  prohibited  by  law,  planning  agencies 
should  request  the  data  required  to 
make  their  specific  findings,  to  the 
extent  that  they  are  not  available  from 
secondary  sources. 

Another  commenter  suggested  that  the 
criteria  based  on  §  123.412(a)(6)  be 
applied  only  when  the  planning  agencies 
have  the  necessary  data.  The  Secretary 
thinks  it  inappropriate  to  condition  the 
use  of  criteria,  but  encourages  planning 
agencies  to  base  their  findings  on  the 
best  information  available. 

Commenters  stated  that  the  statute  at 
section  1527(a)(2)  does  not  allow 
planning  agencies  to  consider  the 
accessibility  of  an  institution  as  a  whole 
when  an  application  is  only  for  a 
specific  service,  or  group  of  services. 

The  Secretary  has  concluded  that  such  a 
consideration  is  permissible  under 
section  1527(a)(2)  of  the  Act.  That 
section  provides  that  in  revising  an 
application  for  a  certificate  of  need,  a 
State  Agency  may  consider  only  certain 
criteria,  including  those  directly  related 
to  criteria  prescribed  by  section  1532(c) 
of  the  Act  and  to  criteria  prescribed  by 
regulations  of  the  Secretary  before  the 
date  of  the  enactment  of  the  1979 
Amendments.  Consideration  of  an 
applicant’s  policy  toward  the  medically 
underserved  is  directly  related  to 
section  1532(c)(6)(E)  of  the  Act  as  well 
as  to  regulations  published  by  the 


Secretary  on  April  2, 1979  (see 
§§  122.308(a)(3)  &  (13)  and  123.409(a)(3) 

&  (13)  (44  FR  19319-19326)).  The 
accessibility  of  the  facility  as  a  whole 
may  certainly  be  relevant  to  an  agency’s 
determination  of  whether  a  specific 
service  within  the  facility  is  accessible. 

Some  commenters  asked  what 
information  a  health  care  institution 
would  be  required  to  provide  to  show 
that  the  facility  is  accessible.  As  with  all 
information  required  on  applications, 
this  information  requirement  is  to  be 
developed  and  published  by  planning 
agencies  after  appropriate  public 
comment. 

Several  commenters  suggested  that 
the  regulations  specifically  address  the 
elderly  as  a  group  whose  unique  needs 
should  be  considered  in  certificate  of 
need  reviews.  The  Secretary  agrees  and 
has  included  “the  elderly’’  in 
§  123.412(a)(5)(i)  and  (ii)  to  ensure  that 
their  needs  are  specifically  considered. 

A  few  commenters  requested  that  a 
provision  be  inserted  in 
§  123.412(a)(5)(ii)  requiring  planning 
agencies  to  consider  the  effect  of  a 
relocation,  reduction  or  elimination  of  a 
service  or  facility  on  the  employees  of 
the  institution.  The  Secretary  has 
determined  that  such  a  provision  is  not 
appropriate  in  these  considerations 
because  this  factor  is  not  directly 
related  to  the  considerations  listed  at 
section  1532(c)  of  the  Act.  However,  the 
Secretary  notes  that  planning  agencies 
may  consider  this  factor  in  the 
development  of  their  health  systems 
plans  and  State  health  plans.  To  the 
extent  that  this  factor  is  treated  within  a 
plan,  it  may  be  considered  in  reviews, 
because  the  plans  themselves  are 
required  to  be  considered  in  performing 
reviews. 

Many  respondents  were  concerned 
that  the  listing  of  the  considerations  in 
§  123.412(a)(6)(i)  through  (iv)  serves  to 
limit  access  considerations  to  these 
alone.  Although  the  regulations  only 
require  the  development  of  criteria 
based  on  the  considerations  listed  at 
§  123.412(a)(6)(i)  through  (iv),  the 
Secretary  urges  that  planning  agencies 
consider  any  other  barriers  to  access 
that  exist  in  their  planning  areas.  As 
other  commenters  pointed  out,  this 
reflects  Congressional  intent  (see  H.R. 
Rep.  No.  190,  98th  Cong.,  1st  Sess.,  p.  73 
(1979)).  Accordingly,  the  Secretary  has 
added  an  explanatory  note  listing 
examples  of  other  types  of  access 
barriers  which  planning  agencies  may 
wish  to  consider. 

Several  commenters  asked  how  the 
“applicant’s  service  area"  would  be 
defined.  This  term,  mentioned  at 
§  123.412(a)(6)(i),  may  not  be  the  same 
as  the  health  service  area.  The 


determination  of  the  applicant’s  service 
area  is  for  the  planning  agencies  to 
make,  and  the  Secretary  suggests  that 
agencies  use  the  applicant's  data  as 
appropriate.  Planning  agencies  should 
define  a  service  area  according  to  the 
type  of  service  proposed  and  the 
location  of  the  persons  who  use  or  are 
expected  to  use  that  service. 

A  few  commenters  stated  that  the 
percentage  of  the  population  in  the 
applicant’s  service  area  which  is 
medically  underserved  might,  for 
reasons  unrelated  to  access  barriers,  not 
be  the  same  as  the  percentage  of  the 
medically  underserved  who  use  or  will 
use  the  proposed  service 
(§  123.412(a)(6)(i)).  The  Secretary  agrees, 
but  notes  that  the  two  figures  do  give 
some  approximation  of  the  extent  to 
which  the  applicant  is  meeting  and  is 
likely  to  meet  the  needs  of  the  medically 
underserved.  Also,  the  comparison  is 
but  one  factor  to  be  considered,  along 
with  the  others  in  §  123.412(a)(6),  in 
estimating  the  contribution  of  the 
proposed  service  in  meeting  the  needs  of 
the  medically  underserved. 

Another  commenter  suggested  that  the 
consideration  at  §  123.412(a)(6)(i)  be 
changed  from  “the  extent  to  which  the 
medically  underserved  populations  will 
use  the  proposed  services  if  approved” 
to  “the  extent  to  which  medically 
underserved  populations  are  expected  to 
use  the  proposed  services  if  approved.” 
The  Secretary  has  adopted  this  change, 
since  this  factor  must  necessarily  be 
considered  prospectively. 

Several  commenters  replied  that  by 
including  the  parenthetical  phrase, 
“(including  unresolved  civil  rights 
access  complaints  against  the 
applicant)”  at  §  123.412(a)(6)(ii),  the 
Secretary  directly  involves  the  planning 
agencies  in  proceedings  which  should  be 
decided  by  a  Federal  agency  or  in  a 
court  of  law.  Moreover,  commenters 
stated  that  if  a  planning  agency 
considers  the  unresolved  civil  rights 
access  complaints,  it  would  be  denying 
the  applicant  due  process.  The  Secretary 
emphasizes  that  it  is  necessary  for  the 
planning  agencies  to  use  all  the 
information  available  to  them  with 
respect  to  access  issues.  The  existence 
of  a  civil  rights  access  complaint  may  be 
a  relevant  factor  for  the  agencies  to 
consider  in  this  regard.  Therefore,  the 
Secretary  has  retained  the  parenthetical 
reference.  The  Department  is  not 
suggesting  that  the  planning  agencies 
become  enforcers  of  the  civil  rights  laws 
or  that  they  should  resolve  such 
complaints  themselves;  rather,  the 
agencies  should  use  this  information 
only  to  the  extent  that  it  is  helpful  in 
making  their  findings  regarding  access. 
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Because  the  use  of  the  word 
“unresolved"  may  have  been  misleading 
in  this  regard,  the  Department  has 
deleted  the  word. 

With  regard  to  §  123.412(a)(6)(iii), 
several  respondents  argued  that  few 
hospitals  have  the  ability  to  control  the 
admitting  practices  of  physicians  with 
privileges  in  their  facilities.  The 
Secretary  agrees  that  the  purpose  of  this 
subsection  is  not  to  focus  planning 
efforts  on  physician  practices  in  the 
area,  but  rather  to  ensure  that  certificate 
of  need  decisions  are  based  upon  the 
degree  to  which  the  applicant  serves 
patients  with  limited  or  no  ability  to  pay 
for  care.  The  Secretary  has  revised  the 
consideration  accordingly,  adding  the 
term  “medically  indigent”.  The 
Secretary  wishes  to  emphasize  the 
importance  of  this  provision.  Although 
its  focus  has  been  changed,  the 
provision  has  been  rewritten  to 
emphasize  that  hospitals  bear  an 
important  responsibility  to  help  ensure 
that  needy  persons  in  their  service  areas 
have  access  to  health  care. 

Many  commenters  questioned  the 
meaning  of  the  provision  regarding 
alternative  admissions  at 
§  123.412(a)(6)(iv).  The  Secretary  has 
revised  the  wording  of  this  provision  in 
order  to  clarify  its  meaning.  Under  this 
provision  planning  agencies  should 
consider  the  extent  to  which  the 
applicant's  facility  is  accessible  to 
inpatients  as  well  as  to  outpatients.  In 
so  doing,  planning  agencies  should 
consider  whether  patients  are  admitted 
only  by  a  personal  physician  or  whether 
the  applicant  provides  other  ways  by 
which  a  patient  in  need  of  inpatient 
treatment  can  be  admitted  (for  example, 
by  any  physician  who  is  treating 
patients  at  one  of  the  hospital's 
outpatient  clinics). 

§  123.412(a)(8)  Availability  of 
resources. 

Two  commenters  stated  that  the 
consideration  at  §  123.412(a)(8)  would 
give  the  planning  agencies  the  authority 
to  tell  the  applicant  how  best  to  use  its 
resources.  The  Secretary  notes  that  the 
Act  at  section  1532(c)(6)  (A)  and  (D) 
requires  planning  agencies  to  consider 
“*•*  *the  availability  of  resources*  *  *" 
and  “*  "*  ‘the  availability  of  alternative 
uses  of  such  resources*  *  *”,  and  that 
these  are  not  limited  to  resources  under 
the  control  of  the  applicant.  They  may 
include,  for  example,  personnel 
resources  which  would  be  employed  by 
the  applicant  if  a  project  were  to  be 
approved,  but  by  another  institution  if  it 
were  not. 

One  commenter  pointed  out  that  there 
are  almost  always  alternative  uses 
available  for  a  given  resource,  but  that 


these  uses  may  not  be  needed  more  than 
the  proposed  use.  Section  123.412(a)(8) 
was  intended  to  encourage  agencies  to 
consider  whether  the  resources  at  issue 
should  more  appropriately  be  devoted  to 
other,  more  important  uses.  Accordingly, 
the  Secretary  has  changed  this 
consideration  from  “the  availability  of 
alternative  uses  of  these  resources  for 
the  provision  of  other  health  services”  to 
“the  need  for  alternative  uses  of  these 
resources  as  identified  by  the  applicable 
health  systems  plan,  annual 
implementation  plan  or  State  health 
plan.” 

§  123.412(a)(10)  and  (11)  Training 
programs. 

The  Secretary  points  out  that  projects 
which  meet  health  training  needs  should 
not  be  approved  solely  on  the  basis  of 
that  factor,  but  on  the  application  of  the 
other  criteria  as  well.  If  an  area  needs  a 
particular  health  service,  it  may  be 
appropriate  that  the  service  also  serve 
as  a  medical  care,  medical  education 
and  medical  research  resource.  All 
services  need  not  support  medical 
education,  but  enough  services  should 
be  available  for  the  training  of  health 
professionals  so  that  duplicative 
services  are  not  required  to  be 
developed  primarily  for  educational 
purposes.  (See  H.R.  Rep.  No.  190,  96th. 
cong.,  1st.  Sess.,  p.  73  (1979).) 

§  123.412(a)(12)  Special  needs  of 
providers  serving  more  than  one  health 
service  areas. 

The  Secretary  received  one  comment 
requesting  that  specific  reference  be 
made  in  regulations  to  sectarian  homes 
because  they  frequently  serve 
populations  drawn  from  a  wider 
geographic  area  than  that  of  the  health 
service  area  in  which  they  are  located. 
The  Secretary  notes  that  congress 
intended  that  the  consideration  at 
§  123.412(a)(12)  be  applied  to  those 
centers  of  medical  excellence  which 
receive  a  substantial  portion  of  their 
patients  from  beyond  health  service 
areas  adjacent  to  the  area  in  which  the 
health  care  facility  is  located.  (See 
S.  Rep.  No.  1285,  93rd  Cong.,  2nd  Sess., 
p.  48-49  (1974).)  This  consideration 
would  also  apply  to  any  sectarian  home 
which  provides  health  care  in  a  similar 
manner.  The  Secretary  does  not  believe 
it  is  necessary  to  list  additional 
examples  in  the  regulations.  The  criteria 
developed  by  the  planning  agencies 
should  address  the  effect  the  specific 
application  will  have  within  the  health 
service  area,  in  adjacent  health  service 
areas,  and  also  beyond  these  borders. 
The  criteria  are  to  be  applied  with  all 
other  applicable  criteria  developed  from 


the  general  considerations  listed  at 
§  123.412(a). 

§  123.412(a)(13)  Special  needs  and 
circumstances  of  HMOs. 

Several  commenters  questioned  the 
specific  wording  of  this  provision.  The 
Secretary  has  not  added  any  additional 
considerations  to  those  in  the 
regulations  of  April  2, 1979.  (For  a 
detailed  explanation  see  the  Federal 
Register,  44  FR  19311-19313.)  The 
purpose  of  these  considerations  is  to 
ensure  that  HMOs  are  not  hampered  in 
seeking  to  fulfill  their  obligations  to 
provide  needed  services  to  their 
members,  and  to  prevent  the  duplication 
of  unneeded  facilities  and  services  by 
HMOs  when  these  are  available  through 
coordination  or  contract  with  non-HMO 
providers. 

Two  commenters  requested  that  the 
statement  at  §  123.409(c)  of  the  April  2, 
1979,  regulations  be  added  to  these 
regulations.  This  statement  allowed  a 
State  Agency  to  base  its  review  of 
HMOs  on  criteria  which  considered 
factors  other  than  those  set  forth  under 
regulations  at  §  123.412(a)(13)  if  the 
Secretary  approves  the  request.  The 
Secretary  has  not  accepted  this 
suggestion,  since  the  Act  at  section 
1527(b)(5)  states  that  a  certificate  of 
need  must  be  approved  if  the  two 
criteria  (incorporated  into  the 
regulations  at  §  123.412(a)(13))  are  met. 
Thus,  no  purpose  would  be  served  in 
having  the  agencies  consider  additional 
factors. 

§  123.412(a)(14)  Behavioral  and 
biomedical  research  projects. 

The  Secretary  points  out  that  this 
consideration  would  apply  to  many  of 
those  institutions  which  receive 
consideration  under  §  123.412(a)(12) 
(special  needs  of  entities  serving  more 
than  one  health  service  area).  When 
planning  agencies  develop  criteria  based 
on  this  consideration,  they  should 
concentrate  on  whether  the  costs  and 
charges  to  patients  of  the  health  care 
facility  will  be  affected  by  these 
research  activities,  the  special 
advantages  that  are  present,  and 
whether  a  national  need  will  be  met. 
(See  also  this  Appendix  at  §  123.401, 
Definitions  and  §  123.404,  Scope  of 
coverage  for  further  information  on 
certificate  of  need  review  of  research 
activities.) 

§  123.412(a)(15)  Construction  projects. 

One  commenter  suggested  that  the 
term  "methods”  as  it  appears  in  this 
provision  be  replaced  by  the  term 
“design”,  since  the  former  term  is  not 
appropriate  when  considering  the  entire 
project.  The  Secretary  has  not  accepted 
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this  suggestion,  since  methods  of 
construction  includes  designs. 
Furthermore,  Congress  intended  that 
planning  agencies  consider  the  effect  of 
construction  projects  on  the  costs  and 
charges  to  the  public  of  providing  health 
services  by  other  persons.  (See  S.  Rep. 
No.  309,  96th.  Cong.,  1st.  Sess.,  p.  79 
(1979).) 

§  123.412(a)(16)  Energy  conservation. 

One  commenter  suggested  that  this 
factor  be  strengthened  to  require  that 
planning  agencies  give  special 
consideration  to  applications  which 
proposed  energy  conservation  measures. 
The  Secretary  has  not  accepted  this 
suggestion.  Energy  conservation  is  but 
one  factor  in  determining  whether  a 
particular  application  should  be 
approved.  Planning  agencies  should 
consider,  in  developing  their  criteria,  the 
National  Health  Priority  at  section 
1502(a)(ll)  of  the  Act,  which  calls  for 
the  promotion  of  an  effective  energy 
conservation  and  fuel  efficiency 
program  for  health  service  institutions. 

§  123.412(a)(17)  and  (18)  Competition. 

The  Secretary  notes  that  initial 
guidance  on  competition  will  be  in  the 
form  of  a  monograph  to  include  the 
views  of  various  experts  in  the  area  of 
competition.  Its  purpose  will  be  to 
provide  assistance  to  planning  agencies 
on  how  to  incorporate  factors  regarding 
competition  into  plan  development  and 
project  review  activities.  The 
Department  will  develop  technical 
assistance  materials  relating  how 
agencies  have  effectively  identified  and 
promoted  the  concept  of  competition  in 
their  plans. 

A  few  commenters  suggested  that 
these  two  general  considerations  not  be 
used  until  the  Secretary  gives  further 
guidance  on  how  planning  agencies  are 
to  apply  the  factors  alluded  to  in 
regulations.  The  Secretary  has  no 
authority  to  delay  the  implementation  of 
these  provisions.  For  further  guidance 
the  planning  agencies  may  wish  to 
contact  the  appropriate  Center  for 
Health  Planning. 

Respondents  also  requested  further 
guidance  on  the  roles  of  planning 
agencies  in  applying  these  general 
considerations  to  particular  proposals. 
The  Secretary  emphasizes  that  it  is 
through  the  development  of  plans  that 
planning  agencies  should  determine 
whether  a  specific  health  service 
responds  to  competitive  forces,  not 
through  individual  determinations  as 
applications  are  being  reviewed.  As 
stated  in  the  proposed  rules,  the 
Secretary  believes  that  the  effect  of 
competitive  forces  may  vary  from 
location  to  location  and  from  service  to 


service,  and  that  analyzing  these  effects 
may  be  best  accomplished  in  the 
planning  process  at  the  State  or  local 
level.  Congress  has  stated  that  market 
forces  do  not  or  will  not  appropriately 
allocate  supply  for  inpatient  health 
services.  (See  section  1502(b)  of  the  Act 
and  S.  Rep.,  No.  309,  96  Cong.,  1st.  Sess., 
p.  58  (1979).) 

One  commenter  stated  that 
competition  is  inconsistent  with  the 
health  planning  program’s  attempts  to 
promote  other  goals  such  as  cost 
containment  or  access  to  health  care. 

The  Secretary  disagrees  with  this 
assessment  and  points  out  that  where 
market  forces  operate  properly,  price 
competition  can  make  a  significant 
contribution  to  containing  costs. 

One  commenter  suggested  that 
§  123.412(a)(17)  should  specifically 
recognize  psychiatric  hospitals  as  an 
area  in  which  competitive  forces  always 
exist  and  exempt  psychiatric  hospitals 
from  the  certificate  of  need  review 
process.  The  Secretary  rejects  this 
suggestion.  No  institution  or  set  of 
institutions  which  are  subject  to  the 
certificate  of  need  review  program  can 
be  exempt  from  the  review  process.  The 
effect  of  competition  is  a  factor  to  be 
included  in  arriving  at  certificate  of  need 
decisions,  not  in  exempting  certain 
activities  from  review. 

Some  commenters  stated  that  the 
Secretary  should  promote  consumer 
awareness  of  the  prices  charged  for  the 
same  type  of  health  care  service  in  a 
given  area.  Although  this  matter  is  not 
within  the  scope  of  these  regulations, 
the  Secretary  agrees  that  planning 
agencies  should  play  an  important  role 
in  making  the  public  aware  of  prices  for 
services  in  their  community.  Moreover, 
the  Act  requires  that  health  systems 
agencies,  In  consultation  with  the  State 
Agencies,  collect  information  on  the 
rates  charged  for  each  of  twenty-five 
most  frequently  used  hospital  services 
in  the  State  and  make  this  information 
available  to  the  public  (section  1513(h)). 

§  123.412(a)(19)  Efficiency  and 
appropriateness  of  existing  services  and 
facilities. 

Commenters  argued  that  the 
information  required  by  this 
consideration  is  not  generally  available 
and  in  most  cases  cannot  be  supplied  by 
the  applicant.  The  Secretary  notes  that  it 
may  not  be  necessary  for  the  applicant 
to  provide  information  to  planning 
agencies  on  whether  other  providers  in 
the  area  which  offer  a  service  or  operate 
a  facility  similar  to  the  proposed  service 
or  facility  do  so  in  an  efficient  or 
appropriate  manner.  Planning  agencies 
have  other  means  to  make  this 
determination,  such  as  relying  on  the 


results  of  a  suitable,  previously 
performed  appropriateness  review. 

Other  commenters  said  that  such  use  of 
an  appropriateness  review  constitutes 
the  development  of  an  illegal  sanction 
under  appropriateness  review.  The 
Secretary  does  not  believe  that  the  use 
in  a  certificate  of  need  review  of  a 
finding  from  an  earlier  appropriateness 
review  constitutes  a  sanction  under  the 
lattei.  Moreover,  this  consideration  by 
itself  is  not  the  sole  determinant  of  a 
certificate  of  need  review.  It  is  to  be 
applied  with  all  other  appropriate 
criteria. 

One  commenter  suggested  that  this 
consideration  be  deleted  because  a 
project  should  be  reviewed  on  its  own 
merits.  The  Secretary  agrees  that  the 
evaluation  of  a  project  should  include 
review  of  a  project’s  own  merits. 
However,  determination  of  the  need 
within  the  community  for  the  project 
requires  that  planning  agencies  look 
beyond  the  application  itself  to  the 
relationship  between  the  application 
and  the  other  health  care  services 
within  a  given  health  service  area  and 
that  they  examine  all  of  these  in  relation 
to  the  need  of  the  population  being 
served. 

§  123.412(a)(20)  Quality  of  care. 

Some  commenters  stated  that 
planning  agencies  are  not  qualified  to 
make  a  determination  about  the  quality 
of  care  provided  by  a  specific  facility  in 
the  past.  A  planning  agency  need  not 
become  expert  in  medical  care  to  assess 
data  indicative  of  quality  of  care.  While 
some  determinations  regarding  quality 
of  care  may  be  difficult  to  make,  and 
some  data  may  not  be  available,  there 
are  certain  actions  agencies  may  take  to 
assist  them  in  making  their 
determinations.  Health  systems 
agencies  are  required  to  coordinate  their 
activities,  including  the  sharing  of 
information  and  data  with  other 
agencies,  such  as  the  Professional 
Standards  Review  Organizations 
(PSROs)  (section  1513(d)(1)  of  the  Act). 
PSROs  routinely  obtain  and  analyze 
data  related  to  quality  of  care,  then 
compare  it  to  industry  norms  and  the 
average  values  for  the  health  service 
area. 

In  like  manner,  each  State  Agency  can 
collect  information  from  providers  doing 
business  in  the  State  as  well  as  other 
agencies  of  the  State  government. 
Comparison  of  data  can  indicate 
differences  in  quality  of  care  in  specific 
institutions  as  related  to  average  values 
(section  1522(b)(7)  of  the  Act). 
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§  123.412(a)(21)  Osteopathic  or 
allopathic  facility  applications. 

Many  commenters  requested  that  the 
explanation  which  conveyed 
Congressional  intent  for  this  general 
consideration  as  it  appeared  in  the 
annotated  statute,  published  as  an 
Appendix  to  the  Federal  Register  Notice 
of  February  22, 1980  (45  FR 12182-3),  be 
included  in  either  final  certificate  of 
need  regulations  or  its  preamble.  The 
Secretary  has  inserted  this  explanation 
as  an  explanatory  note  following 
§  123.412(a){21). 

The  Secretary  has  decided  not  to 
accept  the  suggestion  that  the  phrase 
‘‘notwithstanding  section  1532(c)  (of  the 
Act)"  be  inserted  at  the  beginning  of  this 
consideration,  although  this  phrase 
appears  in  section  1527(f)  of  the  Act. 
This  phrase  could  be  interpreted  as 
prohibiting  planning  agencies  from 
applying  the  criteria  they  have 
developed  to  determine  need.  Congress 
did  not  intend  to  exempt  all  osteopathic 
and  allopathic  facilities  from  the  general 
considerations  at  section  1532(c)  of  the 
Act.  To  avoid  this  absurd  result,  the 
Department  has  properly  characterized 
this  as  one  of  the  considerations  on 
which  agencies  are  to  base  their  criteria. 

One  commenter  requested  that  the 
Secretary  require  planning  agencies  to 
consider  the  need  for  allopathic  and 
osteopathic  facilities  separately.  The 
Secretary  has  rejected  this  suggestion. 
Congress  did  not  intend  by  placing  this 
section  in  the  statute  to  require  that  the 
planning  agencies  look  at  each  of  these 
types  of  medical  care  as  separate 
systems.  Rather,  it  sought  to  ensure  that 
the  planning  program  not  discriminate 
against  osteopathic  facilities  and 
practitioners,  and  did  so  by  requiring 
that  planning  agencies,  where 
appropriate,  consider  the  need  for  and 
availability  of  osteopathic  facilities  and 
services.  (See  H.R.  Rep.  No.  190,  96th 
Cong.,  1st.  Sess.,  p.  82  (1979).) 

§§  122.311  and  123.413  Required 
findings  on  access. 

Some  commenters  praised,  while 
others  criticized,  the  proposal  that 
planning  agencies  be  required,  for 
certain  approved  applications,  to  make 
written  findings  on  access.  Some 
suggested  that  the  Secretary  extend  the 
requirement  to  all  applications,  not  only 
those  that  are  approved.  These 
commenters  also  urged  that  in  every 
case  the  written  findings  take  into 
account  the  current  accessibility  of  the 
facility  as  a  whole  and  that  the  three 
exceptions  to  the  requirement  for 
written  findings  be  eliminated. 

Others  questioned  the  authority  for 
requiring  written  findings  on  access  in 


any  case  and  expressed  concern  over 
placing  the  planning  agencies  in  the  role 
of  civil  rights  compliance  bodies.  These 
commenters  said  that  the  written 
findings  required  under  §  §  122.311  and 
123.413  duplicated  the  findings  required 
under  §  123.410(a)(6)  and  that  the 
emphasis  that  the  findings  place  on 
access  will  reduce  the  importance  of  the 
other  criteria.  Other  commenters, 
however,  stated  that  the  regulations 
should  require  disapproval  of  any 
applications  which  do  not  meet  the 
access  criteria,  or  require  that 
affirmative  action  steps  be  imposed  in 
these  instances. 

After  careful  consideration  of  the 
comments,  the  Secretary  has  deleted  the 
term  “where  appropriate"  from  the 
requirement  that  the  State  Agency’s 
written  findings  must  take  into  account 
the  current  accessibility  of  the  facility  as 
a  whole.  Thus,  a  State  Agency  must  take 
into  account  the  accessibility  of  the 
facility  as  a  whole  for  each  project  as  to 
which  it  is  required  to  make  a  written 
finding  under  S  123.413(a).  There  are 
several  reasons  for  this  change.  The 
Secretary  notes  that  the  exception  to  the 
requirement  for  written  access  findings 
at  §  123.413(a)(2)  for  projects  not 
directly  related  to  the  provision  of 
health  services  or  to  beds  or  major 
medical  equipment  means  that  a  State 
Agency  would  only  have  to  consider  the 
“accessibility  of  the  facility  as  a  whole" 
when  the  project  bears  a  direct  relation 
to  the  delivery  of  health  care.  In  those 
cases  the  accessibility  of  the  facility  as 
a  whole  bears,  on  the  accessibility  of  the 
proposal  under  review.  When  access 
findings  are  required,  the  relevance  of 
the  access  to  the  facility  as  a  whole  may 
vary  from  proposal  to  proposal.  The 
planning  agencies  are  required  to  take 
into  account  the  accessibility  of  the 
facility  as  a  whole  to  the  extent  that  the 
accessibility  of  the  facility  as  a  whole 
bears  on  the  accessibility  of  the 
particular  project  under  review. 

The  Secretary  does  not  agree  with 
those  commenters  who  contended  that 
access  findings  on  the  facility  as  a 
whole  would  be  inappropriate  and 
should  be  prohibited.  Rather,  these 
findings  are  expected  to  be  informative 
to  the  cohununity  using  the  services  as 
well  as  to  the  applicant,  and  planning 
agencies  are  encouraged  to  make  them 
whenever  appropriate. 

The  Secretary  has  decided  not  to 
delete  the  exceptions  under  §  123.413(a). 
These  involve  projects  for  which 
approvals  are  required  under 
§  123.407(a),  projects  not  directly  related 
to  the  provision  of  health  services,  beds 
or  major  medical  equipment,  and 
projects  proposed  by  or  on  behalf  of  an 


HMO  or  a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO.  The  statute  (at  section  1527  (b)(5)) 
specifically  limits  the  criteria  which  may 
be  applied  to  HMO  applications.  These 
considerations  for  criteria,  set  forth  in 
§  123.412(a)(13)  (i)  and  (ii),  do  not 
include  the  access  considerations. 
Accordingly,  since  access  criteria  may 
not  be  applied  to  HMO  applications, 
there  is  no  basis  for  requiring  written 
findings.  Additionally,  those  projects 
which  do  not  affect  patient  care,  or  are 
to  resolve  life  safety  code  violations,  are 
not  directly  related  to  access.  Therefore, 
for  these  projects,  the  provision  for 
written  findings  at  §  123.410(a)(6)  is 
sufficient 

Many  commenters  stated  that  the 
requirement  for  written  findings  would 
be  burdensome  or  would  duplicate  the 
requirement  at  §  123.410(a)(6).  The  new 
provision  at  §  123.413  is  not  expected  to 
duplicate  other  requirements  in  the 
statute  and  regulations.  Rather,  the 
written  access  findings  are  expected  to 
be  an  important  element  of  the  general 
findings  required  at  §  123.410(a)(8).  The 
Secretary  disagrees  that  any 
requirement  for  written  findings  would 
be  burdensome.  Written  findings  which 
are  based  on  the  criteria  are  an  essential 
part  of  the  planning  process,  rather  than 
a  burdensome  diversion. 

The  Secretary  is  not  requiring  that 
written  findings  be  provided  for  those 
projects  which  are  disapproved.  Section 
123.410(a)(6)  requires  written  findings  on 
every  agency  decision  or 
recommendation  and  where  the  access 
criteria  are  an  important  consideration 
in  the  disapproval,  these  findings  would 
be  required  to  state  the  extent  to  which 
the  access  criteria  are  not  met. 

The  Secretary  notes  the  Congress’ 
desire  not  to  establish  the  planning 
agencies  in  the  role  of  civil  rights 
enforcement  bodies  (see  H.R.  Rep.  No. 
190,  96th  Cong.,  1st  Sess.,  p.  73  (1979)). 
These  regulations  do  emphasize  the  role 
of  the  planning  agencies  in  ensuring 
equal  access  by  requiring  that  there  are 
specific  written  findings  whenever 
appropriate.  However,  the  regulations 
do  not  require  that  the  planning 
agencies  disapprove  or  recommend 
disapproval  of  any  application  which 
does  not  meet  the  access  criteria.  The 
access  criteria  are  important,  but  the 
Secretary  reaffirms  the  Department’s 
position  that  decisions  are  to  be  based 
on  the  application  of  all  relevant 
criteria.  In  summary,  the  Secretary 
believes  that  these  required  findings  are 
consistent  with  the  Department’s  and 
Congress’  concern  with  access.  The 
regulations  stress  the  importance  of 
access  but  do  not  diminish  the  planning 
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agencies’  responsibility  for  considering 
a  variety  of  factors  in  arriving  at  a 
decision. 

While  these  regulations  do  not  require 
State  Agencies  to  impose  conditions  on 
certificates  of  need,  the  Secretary 
believes  that  the  imposition  of 
conditions  on  certificates  of  need  can 
provide  an  important  opportunity  for 
planning  agencies  to  improve 
accessibility  for  medically  underserved 
populations  and  thereby  further  the 
national  priority  stated  at  section 
1502(a)(1)  of  the  Act.  Approvals  subject 
to  such  conditions  permit  completion  of 
needed  projects,  while  ensuring  that 
these  projects,  if  undertaken,  will  be 
accessible  to  underserved  groups. 

The  Secretary  notes  that  planning 
agencies,  as  recipients  of  Federal 
financial  assistance,  are  subject  to  Title 
VI  of  the  Civil  Rights  Act  of  1964, 

Section  504  of  the  Rehabilitation  Act  of 
1973,  and  the  Age  Discrimination  Act  of 
1975.  The  Department  has  issued 
regulations  and  guidelines  which 
provide  guidance  to  recipients  of 
Federal  financial  assistance  in 
complying  with  these  laws.  The 
Department  is  reviewing  the  relationship 
between  these  statutes  and  regulations 
and  the  responsibilities  of  planning 
agencies  with  regard  to  project 
approvals.  Further  guidance  will  be 
issued  concerning  the  obligations  of 
planning  agencies  under  these  civil 
rights  laws. 

The  Secretary  is  retaining  in  the 
regulations  the  provision  allowing 
agencies  to  impose  the  condition  that 
the  applicant  take  affirmative  steps  to 
meet  those  criteria.  This  provision  gives 
planning  agencies  no  more  authority 
than  they  have  under  the  Act.  In  fact,  if 
State  law  prohibits  attaching  any 
condition  to  a  certificate  of  need,  then 
the  agencies  will  not  be  able  to  impose 
any  condition.  Accordingly,  affirmative 
action  plans  are  discretionary,  and 
States  may  use  them  when  their  use 
serves  the  needs  of  the  community  best. 

The  regulations  do  not  specify  in  any 
further  detail  the  form  of  an  affirmative 
action  plan.  If  the  planning  agencies 
elect  to  prepare  an  affirmative  action 
plan  or  have  the  applicant  do  so,  the 
Secretary  believes  that  the  nature  of  the 
plan  is  best  left  to  the  agencies 
themselves,  within  the  broad  guidance 
that  the  plan  be  a  schedule  of  the  steps 
the  applicant  is  to  take  to  meet  the 
access  criteria. 
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